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Mr. Freedman, who is engaged in He is a member of the FTC Commit 
the private practice of law in New tee of the Antitrust Section of the 
York City, is a former faculty member American Bar Association 
at Rutgers University School of Law 





AOAC Harvey W. Wiley Award 


Jonas Carol, Deputy Director of the an associate referee and member of our 
Division of Pharmaceutical Chemistry, editorial board and reviewing subcom 
United States Food and Drug Ad mittee 
ministration, has been selected to re Mr 
ceive the 1960 Harvey W. Wiley Award 
ot the Association of Official Agricul 


Carol began his _ professional 


career as a chemist for the Food and 


o Drug Administration in Chicago in 
tural Chemists, it was announced on 1930. He 


remained in Chicago for four 
July 11. The announcement was mad 


Ir. Jo 3. Smith, State Chemist, . 
by Dr. John I ath, - ate : cinnati. He returned to the Chicago 
Agriculture Experiment Station, Kings ox ost 

. - laboratories in 1939. In 1945, he was 
ton, Rhode Island. In notifying Mr 
Carol of the award, Dr. Smith—who is 


years, and then was transferred to Cin 


transferred to the Chemical Section of 

the Drug Division in Washington, 

president of the association—stated D. C. Since then, he has participated 
“Almost since the beginning of your in, and supervised, much of the work 

career as a Government Chemist, you accomplished in developing methods 

have been engaged in the development of analvsis for drugs in the laboratories 

of the methods of ana'ysis for drugs of FDA 

and have always been in the forefront ’ 

of the application to drugs of newer _Born in Louisville, Kentucky, M1 

analytical techniques such as chroma Carol attended public schools in St 


tographic, and ultraviolet and intrared Louis, Missouri He was graduated 


from Washington University, St 


spectophotometric procedures 
Louis, with a Bachelor of Science de 


You have been a pioneer in pushing 
forward the frontiers of the analytical gree in 1929, followed by a Master of 
methodology ot drugs and have served Science degree nm 1930 Mr ( arol 


the Association long and diligently as resides in Silver Spring, Maryland 





WALTON M. WHEELER, JR. 


We are sorry to report that Walton M. Wheeler, Jr., general counsel 
of Eli Lilly and Company and a member of the editorial advisory board 
of Foop Druc CosMetic LAw JourNAL, passed away on July 4 at Walloor 
Lake, Michigan, while visiting friends. He was 52 years old 


Mr. Wheeler, who had been associated with the Indianapolis firn 
for 24 years, was elected secretary of Eli Lilly and Company in 1944 and 
became a vice president in 1954. He had been a member of the board 
of directors since 1949. Mr. Whecler was a member of the America 


Bar Association, the Indiana State Bar Association, the New York 


> +) 


State Bar Association, and the Indianapolis Bar Association and of 
American Society of Corporate Secretaries and the American Manage 


‘ 


ment Association 


Survivors are his widow, Mrs. Mary G. Wheeler; a son, Walton M 
Wheeler III; two daughters, Mrs. Marcia W. Mussman and Miss Mary 
Joanne Wheeler; and two grandchildren. All are residents of Indianapolis 
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From the White House 


Report of Panel on Food Additives. 
—On May 14, the White House made 
public the report of a study of certain 
the use of chemicals and 
drugs as food additives, the 
President had requested to be made by 
the Departments of Agriculture and of 
Health, Education, and Welfare and 
by the President’s Science Advisory 
Committee. In making this study, the 
science advisory committee convened 
a special panel ot experts and consulted 
scientists from the de- 
partments and also from outside gov- 


aspects ol 
which 


above-named 


ernment circles 


Findings of the study were approved 
by the President’s special assistant for 
Dr. George B 
also concurred in 
Agriculture and 


science and technology 
Kistiakowsky, 
by the Department of 


by HEW 
The 


but important in 
ment of the 
the 


issues 


and 


scientific in character 
relation to enforce- 
new food-additives law 
complex nature of the 

involved in protect- 


added 


suggests 


report 


describes 
scientific 
ing the food supply 
cer-producing substances. It 


from can- 
areas of research and recommends im- 
proved administrative procedures 


Its full text follows 


REPORT OF THE PANEL 
ON FOOD ADDITIVES 
INTRODUCTION 


Americans today are better fed and 
in better health than at any time in 
history. This fortunate position derives 
from the rational exploitation of na- 


tional through manifold ap 
plications of The 


integrated contributions of the engineer 


resources 
scientific research 
ing, agricultural and chemical sciences 
have resulted in quantities 
of uniformly high-quality and pure foods 
which have contributed 
to the physical well-being of the nation 


increasing 
demonstrably 
Greatest strides have been made during 
the past 50 years, partly as a result of 
the use of a broad spectrum of chemi 
cal substances in support of the entire 
pattern of food production, processing 
and preservation. These include: 
cal fertilizers, 
antibiotics, 
fungicides and hormones, among others 


chemi- 
insecticides, herbicides, 
preservatives, larvacides, 
Some are essential to the efficient pro- 
duction of livestock, others 
are vital in assuring adequate and con 
tinuing supplies of pure, nutritious and 
appetizing foods 


crops and 


Paralleling modern developments in 
food production been those in 
safeguarding the purity of foods A 
variety of Federal and state 
have been established for the purposes 
of assuring that foods which reach the 


nave 


agencies 


consumer have been produced, handled 
and 
that they are 
human consumption 
processors ot foods have cooperated in 
this the that 
they too have a responsibility for pub 
lic health and welfare 


conditions 
tor 
and 


such 
and 
Producers 


processed under 


wholesom: safe 


endeavor in recognition 


Recently there has been public pre 
that 
udditives have been shown 


occupation with reports certain 


chemical food 
to be 


carcinogenic (cancer producing) 
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to TOxXK 
Federal Food 
Act, the Federal 
ind Rodenticid 
Act and the Federal Meat Inspection 
and Poultry and Poultry Products Acts 
(Appendix B) protections art 
implemented by the staffs of the De 
Health, Education 

and the Department of 


unwitting exposure 
in foods, through the 
Drug, and ( 
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Welfare 
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* Congress, in defining ‘‘food additives 
in the Food, Drug, and Cosmetic Act, ex 
pressly provided that the entire Food Addi 
tives Amendment does not apply to 

(a) Any substance which under the con 
ditions of its intended generally 
recognized as safe by competent scientifk 
experts on the basis of scientic procedures 


use is 
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American Administrative Activity 


in the Field of Unfair Competition 


By ROBERT BRAUCHER 


The Author, Professor of Law, Harvard University, Presented This Address 
Before the Japan Society of Comparative Law, at Waseda University, 
Tokyo, on April 6, 1959, as a Participant in a Comparative Study There 


T WAS WITH SOME FEAR and trembling that I accepted an 

invitation to participate in a comparative study of the law of unfair 
competition by the Japan Society of Comparative Law. Not only was 
I a stranger, far from home and entirely illiterate in Japanese, with 
very limited facilities for research in American law, but I am not a 
specialist either in comparative law or in unfair competition. At the 
Harvard Law School we like to think that, collectively, we have some 
understanding of most branches of the law, but my own concentration 
has been very largely in the field of the domestic United States law 
which governs commercial transactions, and | had brought to Japan 
materials relating for the most part to sale of goods and to negotiable 


law 


instruments. But I felt bound to demonstrate that American 
professors do not always feel imprisoned by the boundaries of their 
specialties 

Since what is called, in America, “unfair competition” was to be 


fully discussed by others, I decided to avoid the traditional subject 
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matter. Instead, I decided to advance a thesis which may be appli 
cable to many other fields of law as well. My thesis is merely one 
manifestation of the tremendous increase in government regulation of 
economic affairs which has taken place in America in modern times, 
going far beyond regulation in Japan and many other countries 
Indeed, I have the impression that the degree of regulation of business 
found in America today would not be regarded as tolerable in some 


countries which call themselves “socialist.” 


Thesis 

My thesis is that in America today the social and economic prob 
lems which gave rise to the law of unfair competition are very often 
dealt with, particularly by administrative agencies of government, 
under other legal headings, and that an American lawyer advising 
business clients as to those problems needs to know a good deal of 
law that is not found in Mr. Nims’s standard treatise, which I was 
glad to find in the library of Chuo University. The emphasis in gov 
ernment regulation of business, at least in form, is on protection of 
the public—the ordinary citizen, the consumer—rather than on pro 
tection of business enterprise. But wise business advisers can often 
make use of the regulatory machinery to obtain legitimate competitive 
protection. 

Protection of Public at Common Law 

‘the common law of unfair competition shows a similar ambiva 
lence of purpose, but its emphasis is on property rights. Two old 
English cases * provide quaint illustrations: In the first case, both the 
plaintiff and the defendant owned duck decoys, near to each other; 
the defendant fired guns to scare ducks away from the plaintiff's pond 
In the second case the defendant fired cannon at native canoes on the 
African coast to frighten the occupants and prevent them from trading 
with the plaintiff's ship. The plaintiff prevailed in both cases. The 
opinion in the canoe case shows some concern for the interests of the 


occupants, but there is no evidence of judicial concern for the welfare 


of the ducks. 

In administrative handling of similar problems, however, protection 
A the public is central and protection of the rights of competitors is 
only incidental. Mr. Nims points out that in 1900 relief was denied in 





1Nims, Unfair Competition and Trade- 2? Keeble v. Hickeringiill, 11 East 574, 103 
Marks (4th ed., 1947). See also “‘Develop- Eng. Rep. 1127 (1706): Tarleton v. M’Gaw- 
ments in the Law—Trade-Marks and Un- ley, 1 Peake Cas. 270, 170 Eng. Rep. 153 
fair Competition,"’ 68 Harvard Law Review (1793) 

816 (1955). 
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an unfair competition case at common law despite the defendant’s 
imposition on the public, because the plaintiff had no property right 
which was invaded. Mr. Nims says: “Undoubtedly this decision was 
one of the reasons which led Congress to enact the statute creating the 


Federal Trade Commission.” * 


Federal Trade Commission 

The FTC, organized in 1914, originally had jurisdiction to sup 
press “unfair methods of competition” in interstate or foreign com- 
merce, and it could act even though no property rights of competitors 
were invaded.* The language “unfair methods of competition” limited 
relief, however, to cases where injury to competitors was shown 
Relief was denied because of lack of such proof in 1931 in a case invol\ 
ing an obesity remedy known as “Marmola’”; in 1938 the statute was 
amended to apply to “unfair or deceptive acts or practices” as well as 
to “unfair methods of competition.” Later, in 1942, the Supreme Court 
ruled that at a second hearing in the Marmola case sufficient proof had 
been made even under the old law. Today it is very clear that protec- 
tion of the public is sufficient reason for FTC action, and that the 
public interest is paramount. 


Of course, the Commission acts only when a problem comes to its 
attention. Commonly, proceedings are begun because of complaints 
by private parties, and competitors are a natural source of such com 
plaints. The power of the Commission thus overlaps with, but is 
broader than, the common law of unfair competition, which in turn 
seems to be broader than the unfair competition law enacted in Japan 
in 1934, even as amended in 1953. Normally, the FTC would refuse 
to act, for example, in an ordinary dispute over the validity of con 
flicting trade-marks, which would be adequately settled in private 
litigation. But its power seems to extend to the classic cases of 
passing-off, confusion of goods, falsification of source, misleading 
advertising, misbranding, disparagement, and much more 

In recent years the FTC has been given more specific powers as 
to particular commodities. In 1938 misleading advertising with respect 
to food, drugs, cosmetics and therapeutic devices was made the sub 


6 


There is also a Wool Products Labeling 


ject of specific FTC powers. 





‘Sec. 8, citing American Washboard * FTC v. Raladam Company, CCH Trade 
Company v. Saginaw Manufacturing Com- Regulation Reports, Supp. Vol. VI, 1 6307 
pany, 103 F. 281 (CA-6, 1900). 283 U. S. 643 (1931), and 1940-1943 [CCH] 

*See FTC v. Algoma Lumber Company, Trade Cases { 56,203, 316 U. S. 149 (1942). 
1932-1939 [CCH] Trade Cases { 55,041, 291 * 15 USC Secs. 12-17 
U. S. 67 (1934). 
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Act of 1939,7 a Fur Products Labeling Act of 1951, and a Flammable 
Fabrics Act of 1953. These statutes seem in some respects to go 
beyond traditional concepts, but they have sometimes been construed 
rather conservatively in the courts. For example, the FTC is author 
ized, in determining whether an advertisement of food or drugs is 
misleading, to take into account 


not only representations made or suggested but also the extent to 


which the advertisement fails to reveal facts material in the light of such repre 


sentations or material with respect to consequences which may result from the 
use of the commodity 

The FTC has argued that the legislative purpose is “to encourage 
the informative function of advertising,” but in at least one case a 
lower federal court has set aside a commission order requiring affirma 
tive disclosure, on the ground that the commission is limited to the 


> 10 


“negative function of preventing falsity 


Food and Drug Administration 


When we turn to the activities of the FDA, we find no such 
limitation. The FDA has jurisdiction over the labeling of food, drugs, 
devices and cosmetics; the jurisdiction is based on the interstate com 
merce power of Congress, but it may attach before interstate shipment 
begins and continue long after the goods have arrived in the state of 


ultimate destination.” 


In one case, copies of a best-selling book were 
seized as labeling because they were being used to help sales of black 
strap molasses in a retail store and because statements in the book 
were found to be misleading."* The food and drug law goes far beyond 
mere prevention of falsity. Labeling for drugs, for example, must 
bear “adequate directions for use”; as to food, the administrator may 
prescribe recipes for standardized foods, and may forbid the sale of 
harmless products which deviate from his recipes.** The Pesticidal 
Chemicals Act, 1954,"* and the food-additives amendment of 1958 

make elaborate provisions for testing before new chemicals are used 
in connection with food; particular concern is shown as to sources of 


radiation. Even more strict requirements have been in force for many 


5 USC Secs. 68 and following v. Sullivan, 332 U. S. 689 (1948) (“held 

5 USC Secs. 69 and following for sale after shipment'’) 

® USC Secs. 1191 and following 2U. 8. v. Bight Cartons Molasses, CCH 

” Alberty v. FTC, 1950-1951 [CCH] Trade Food Drug Cosmetic Law Reports *% 7210 

{ 62,583, 182 F. 2d 36 (CA of D. C., 103 F. Supp. 626 (DC N. Y., 1951) 

1950), cert. den., 340 U. S. 818 “Federal Security Administrator t 
1 Federal Food, Drug, and Cosmetic Act Quaker Oats Company, 318 U. S. 218 (1943) 

21 USC Secs. 301 and following (1906, re- (addition of unauthorized vitamin) 

vised 1938); U. 8S. v. Walsh, t/a Kelp “ 21 USC Sec. 348 

Laboratories, 331 U. S. 432 (1947) (false ™ 21 USC Sec. 349 

guaranty, no interstate shipment); U. 8 


815 
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years as to new drugs and as to coal-tar colors used in food, drugs and 
cosmetics. 

Other federal agencies have powers which overlap with those of 
the FDA. As to alcoholic beverages, the Internal Revenue Service 
acts under the authority of the Federal Alcohol Administration Act, 
1935 ;** the Service must approve labels before they are used; bottle 
sizes are prescribed and types of liquor are defined ; bonded whisky is 
actually produced and stored under the close supervision of govern 
ment inspectors. Meat and poultry must be inspected and marked by 
inspectors of the Department of Agriculture before shipment in inter 
state commerce.'’ The same department licenses dealers in fresh 


fruits and vegetables."* 


Competitive Element 


\t this point it may be felt that I have strayed too far from the 
theme of “unfair competition.” My contrary belief may be supported 


by what I think is a silly case, though an actual court decision. The 


FDA held hearings on the proper recipe—‘standard of identity’—for 
oleomargarine and decided to allow manufacturers to include vitamin 
\ as an optional ingredient. Under the order, vitamin A could be 
supplied either from natural sources such as fish-liver oil or from 
synthetic sources; in either case, the label need only state “vitamin A 
added.” A Mr. Reade, a dealer in fish oils, filed a petition for judicial 
review, claiming that if synthetic vitamin A were used the source 
should be indicated on the label. The statute provided for such a peti 
tion only by a person “adversely affected,” and the court had several 
times decided that competing producers were not adversely affected in 
such cases. So Mr. Reade solemnly alleged that he was a consumer as 
well as a dealer in fish oils, and the court solemnly ruled that as a 


consumer he was entitled to file the petition.’® 


Oleomargarine and other products in which vegetable oils have 
been substituted for milk fat have long been the subject of legal con 
troversy in the United States.*” For many years, in the guise of pro 


tecting the consumer, the dairy industry was successful in persuading 


* 27 USC Secs. 201 and following *See Storke Oleomargarine and the 
Federal Meat Inspection Act (1907) Law 18 Rocky Mountain Law Review 79 
21 USC Secs. 71 and following; Poultry (1946); Christopher The Oleomargarine 
Products Inspection Act (1957), 71 Stat Amendment," 5 Food Drug Cosmetic Law 
441 Journal 279 (June, 1950): Boudreaux, “‘En- 
* Perishable Agricultural Commodities forcement of the Oleomargarine Amend 
Act (1930), 7 USC Secs. 499a and following ment,.’’ 7 Food Drug Cosmetic Law Journal 
” Reade v. Ewing, CCH Food Drug Cos- 810 (December, 1952) 
metic Law Reports { 7261, 205 F. 2d 630 
(CA-2, 1953) 
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the federal government to levy a prohibitive tax on colored oleo 
margarine. I can remember the great issue of academic freedom which 
arose when a state college purged a professor for writing that oleo 
margarine could provide nutrition as well as butter. The restrictions 
on colored oleo were repealed in 1950; aroused consumers played a 
part, but much of the legislative force was supplied by politically 
powerful cotton interests. Cottonseed oil is now commonly used in 
oleo. The status of oleo is now at least temporarily stabilized, but a 
similar controversy continues to rage in administrative agencies, courts 
and legislatures over vegetable oils in ice cream.”* 

Examples can be multiplied. Controversies over filled milk and 
skim milk have provided some of our great cases in constitutional and 
administrative law.”* and related problems as to ice cream of low fat 
content, sometimes called “ice milk,” remain unsettied.** Our Food 
and Drug Administration began as part of the Department of Agri 
culture, where the emphasis is generally on the interests of the farmer 
Undocumented rumor has it that some years ago the invention of a 
synthetic fruit flavor, even though much cheaper than the natural 
flavor and indistinguishable in taste or chemistry, was regarded by 
some officials as a thoroughly evil development. Today the FDA 
is part of the United States Department of Health, Education, and 
Welfare, where the proper emphasis is on the interests of the general 
public and the consumer, and I would guess that such attitudes have 
largely disappeared from the agency. 

The competitive element remains, however. Responsible food 
producers inevitably must maintain close relations with the FDA, and 
their voices are heard both in legislative and in administrative pro 
ceedings. When the food-additives amendment of 1958 was under 
consideration, according to a report by a Congressional committee, 
several leading manufacturers expressed their “concern regarding the 


inadequacy of existing law,” and a former head of the FDA urged that 


the amendment was required by “the public interest and the interest 
of honest manufacturers.” The legislative record of the bill is avail 
able to me through a pamphlet of The Food Law Institute, an organi 
zation established primarily by leading food manufacturers. 


Y. 537, 132 N. E. 24 829 


“For example, U. 8. v. 651 Cases Mond, 309 N. 
“Chocolate Chil-Zert,’’ CCH Food Drug (1956). 
Cosmetic Law Reports { 7272, 114 F. Supp 3% Com. ex rel. Woodside v. Sun Ray 
430 (DC N. Y., 1953) Drug Company, 383 Pa. 1, 116 A. 2d 833 

2 U. 8. v. Carolene Products Company, (1955) 

304 U. S. 144 (1938); Carolene Products “H. Rept. 2356, 82d Cong., 2d Sess 
Company v. U. 8., 323 U. S. 18 (1944) (1952). 
Defiance Milk Products Company v. Duwu- 
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Miscellaneous Examples 

My thesis is not limited to the FTC and the FDA or to the food 
and drug industries. Many other federal agencies provide forums for 
disputes between competitors. Tokyo newspapers some time ago 
carried a story about a dispute between two airlines, with the Civil 
Aeronautics Board the forum. I will mention one more area of federal 
concern. A very substantial fraction of American production today 
has in view a single buyer, the United States Government, and there 
is a whole body of specialized law designed to encourage full and fair 
competition for government contracts. The Armed Services Procure 
ment Regulations * provide for specifications for military supplies, for 
lists of qualified products, for the identification of responsible bidders, 
and for formal advertising and competitive bidding, but in a wide 
variety of circumstances contracting officers are authorized to nego 
tiate without formal advertising. The primary objective of both pro 
cedures is economic advantage to the government as buyer, but other 
government policies enter in. Thus ASPR 3-101 lists 19 factors to be 
considered by contracting officers, including preferences for small 
business and for firms in labor-surplus areas. The Buy American 
Act provides for discrimination in favor of American suppliers, and 
other laws exclude supplies originating from sources within Soviet 
controlled areas. The formulation and application of such policies give 
rise to repeated charges and counter charges of unfair competition, 
which of course cannot ordinarily be remedied in the courts. 

I have spoken almost entirely of activity of the federal govern 
ment. There are also state laws and state and local regulatory agencies 
in each of the fields I have mentioned: misleading advertising, adultera 
tion and misbranding, and government purchasing. One resulting 


problem is neatly illustrated in the legislative history of the Flammable 


Fabrics Act:** A representative of the National Retail Dry Goods 
Association, testifying in support of the bill, said: 

Failure by this Congress to act undoubtedly will cause a flood of haphazard 
local legislation which will not only bring on an impossible situation in the 
textile industries, but, more important, will deny to many consumers the re- 
sponsible protection contained in the proposed bills 

My last example deals with competition among financial institu 
tions; again it is merely illustrative of a wide range of controversies 
among competitors. In 1951 the Federal Trade Commission published 
trade-practice rules relating to the retail installment sale and financing 


~ 38 32 CFR ‘Secs 1.100 and following (re- =S. Rept. 400, 83d Cong 4 lst Sess 
vised 1954, 1957 Supp.). (1953). 
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of automobiles.*7 Those rules were designed to provide protection 
for installment buyers and to prevent unfair competition among install 
ment sellers and among finance companies, but those objectives have 
been achieved much more effectively by state regulatory laws. Since 


1935 such laws have been enacted in more than half the states; in some 


respects they follow patterns established in earlier legislation relating 


to small loans. Household Finance Corporation, a company organized 


to carry on the small-loan business under regulatory laws, has been 
widely known as an effective legislative advocate of small-loan legis 
ation; in recent years counsel for that company has suggested that 
installment sales of goods to consumers involve problems similar to 
the problems of small loans and that unregulated sales finance com 
panies compete unfairly with regulated small-loan companies, to the 


detriment of the public.** Successful legislative proposals in the field 


of installment selling have commonly had the support of substantial 


elements in the industry to be regulated.” 


Conclusion 


Sufficient illustration has been given In conclusion it seems 


appropriate to say a few words by way of evaluation. One need not 


be excessively cynical to doubt that Mr. Reade, the dealer in fish oil, 
was singleminded in his concern for the welfare of the consumer of 


oleomargarine. But I think it bears repeating that concern for the 


general public welfare is deeply imbedded in the thinking of many 


\merican men of business. Particularly in the leading firms manu 


facturing food and drugs, such concern goes well beyond polite 


hypocrisy or temporary slogan; for a large firm with plans for perma 


nence, enlightened self-interest requires a long view, and there are 


many examples of the voluntary yielding of petty advantage in the 
short run. 


Perhaps I may refer here to the famous remark of a former Secre 
tary of Defense, widely quoted and much misunderstood both at home 
and abroad: “What's good for the United States is good for General 


Motors, 


naive, perhaps, in its generality, that remark contains a note of faith 


and vice versa.” Unfortunate, no doubt, in its context and 


discussion of the statutes see 
Britton and Ulrich, The Illinois Retail 
Installment Sales Act—Historical Back 
ground and Comparative Legislation 53 
Northwestern University Law Review 137 
(1958): Hogan, “‘A Survey of State Retail 


“16 Federal Register 1059 (1951) set *” For 
note, 61 Yale Law Journal 718 (1952) 

* See Hubachek, “The Drift Toward a 
Consumer Credit Code,."" 16 University of 
Chicago Law Review 609 (1949), and ‘‘Prog- 


ress and Problems in Regulation of Con 
sumer Credit."’ 19 Law & Contemporary 
Problems 4 (1954) 


Installment Sales Legislation,’’ 44 Cornell 
Law Quarterly 38 (1958) 
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in our common humanity which is essential to the survival and prog 


ress of mankind. Despite his remark, Mr. Wilson had to sell his stock 
in General Motors in order to be confirmed as Secretary of Defense. 
Yet I have on the whole been well received in the United States when 
I have said: “What’s good for the United States is good for the 
Harvard Law School, and vice versa.” By that I mean that in deciding 
what we should do we must take account of the welfare of the whole 
society. And it is my firm belief that the body of law I have described 
in this paper, to the extent that it encourages thinking in terms of the 


common good, by that very fact performs a useful service. 


[The End] 


¢ FTC ACTS TO PREVENT MILK CONTAMINATION °* 


A quick, quiet and apparently successful alert to prevent a hazard 


ous problem from developing in the Nation’s milk supply was reports 

on July 31 by the Federal Trade Commission. Letters from the Com 
mission were sent to al! known primary producers of drug products 
requiring them to include in their advertising of drugs to be used 01 
milk cows and other dairy animals a conspicuous warning as to how 
long the animals’ milk must be withheld from human consumption afte: 
administration of the drug 


Up until now, when antibiotics were sold for use in treating dairy 
animals, the drug labeling alone carried the warning. It was usually not 
carried in the drug advertising. The Commission has made the broad 
advertising requirement cover not only antibiotics, but also all other 


drugs which might leave a residue in milk 


Commission Chairman Earl W. Kintner said that the alert to the 
drug industry had been carried out without fanfare because of a desir« 
to avoid creating needless public consternation. Mr. Kintner declared 


“Unfounded hysteria would not have helped counter 


l 

hazard. Instead, our investigators and scientifx 

ately to the industry that could remedy the tuation 

of corrective steps make it quite clear that this fire eing put 


before the public was needlessly frightened.” 


Not only has the Commission contacted all primary producers 


veterinary drug products, but it is completing the warning job by sen 


] 
ing letters to private brand distributors rhe letters serve notice that 
the FTC will not permit advertising of any drug to be administered t 
dairy animals unless the advertising clearly and conspicuously reveals 
(1) the period of time, if any, during which the animals’ milk may cor 
tain any drug residue and (2) that such milk, containing any residue 
from the drug, should not be used for human consumption. The letters 
also require written assurances by the recipients that they will abide by 
the instructions, Response to the letters has been gratifying, according 
to the Commission’s bureau of investigation. Commissioner Robert 1 
Secrest directed the cleanup campaign 





Color-Additive Amendments 





HE COLOR-ADDITIVE AMENDMENTS of 1960 might be 
described as two laws or sets of rules, one “permanent” and one 
“temporary.” The “permanent” provisions are in Title 1; the “tem 


porary” provisions are in Title II. 


Taking the “permanent” provisions first—as the law does—Title | 
consists entirely of amendments to the Federal Food, Drug, and Cos 
metic Act. Chief among these is what amounts to a completely new 
Section 706, which contains all the basic rules governing permanent 
listings of presently authorized color additives, new listings, and 
changes affecting presently listed additives. Here are found the condi 
tions on listings; the testing standards to be followed and factors to 
be considered ; the types of listings authorized; the Delaney antican 
cer clause; provision for scientific advisory committees to investigate 
and report on questions involving the anticancer clause; the proce 
dural requirements for the issuance of regulations or appeal from 
adverse provisions or changes in the regulations; etc 

What the color-additive amendments do is to provide a single 
uniform set of rules for al/ colors (the term “color additive” is defined 
as any dye, pigment, or other substance made or obtained from a 
vegetable, animal, mineral, or other source, and capable of coloring 
a food, drug or cosmetic or the human body). The term “coal-tar 
color” has been completely eliminated from the Federal Food. Drug, 
and Cosmetic Act; colors have been taken out of the food additive 


provisions; what is in effect a new Section 706 contains the rules for 
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of 1960 


This Discussion Analyzes the New Amendments, Which Became Law on July 12. 
They Offer—tLargely—a Relief Measure, Intended to Liberalize Rules Under 
Which Colors Can Be Qualified for Use in or on Food, Drugs and Cosmetics 
and to Broaden the Scope of Uses for Which the Colors Can Be Authorized 





all colors, whether used in or on foods, drugs or cosmetics; they are 
subject to their own procedural rules; and a separate anticancer clause 
governs carcinogenic colors, with special advisory committees of 
independent scientists available on request to study, report and make 
recommendaitons on questions of carcinogenicity 

These, basically, are the “permanent” changes. There are also 
temporary rules, under which most colors now qualified for use in or 
on foods, drugs or cosmetics can continue to be used for those same 
purposes until covered by regulations issued under these permanent 
rules—a period which can be as much as two and one-half years (or 
even longer, in particular cases) from July 12 

No amendments of any kind to the Federal Food, Drug, and 
Cosmetic Act are contained in Title II, the “temporary” law. All it 
does is authorize “provisional [temporary] listings” for specified 
groups of color additives which are now, or have been in the past, 
authorized, and provide for appeals in case of adverse administrative 
decisions on listings, tolerances and other restrictions on use. These 


temporary listings are to be for a base period of two and one-half 


years (unless terminated sooner, or extended, by the Secretary of 
Health, Education, and Welfare). No new listings are authorized 


under this title. 


Provisional or Temporary Listings for Change-over Period 
Technically, the color-additive amendments of 1960 became effec 


tive on the date of enactment, that is, on July 12, 1960. Actually, they 
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may not become effective generally until the end of a two and one-half 


year period beginning on the enactment date (the last day being 


referred to as the “closing date”) or even later should the Secretary 
so provide by regulation. Unlike the food-additive provisions, there 


is no fixed date when all color additives must be authorized by “per 


manent” regulations or be barred 


During this change-over period of two and one-half years begin 
ning on the date of enactment, use of color additives under what are 
called “provisional [temporary] listings” is authorized. These list 
ings, however, are limited to three specific types of additives: (1) coal 
tar colors covered by present listings, (2) coal-tar colors previously 
listed and (3) noncoal-tar color additives (and synthetic beta caro 
tene) commercially used or sold for use in or on a food, drug or 


cosmetic. 


These are the only items for which temporary or provisional 
listings are authorized. All others would have to qualify under the 


“permanent” provisions described later in this study 


The two and one-half year period can be either lengthened or 
shortened, as the Secretary determines. He can terminate provisional 
listings, subject to a right of appeal by persons who are adversely 
affected, before the closing date, or he can extend them for whatever 
period beyond the closing date he determines is reasonably necessary 
to complete the investigation and testing required for determining 
whether, and how, to provide for an additive in the “permanent” regu 
lations. Also, he can establish zero tolerances during the change-over 


period, when protection of the public health so requires 


\s a matter of fact, the Secretary of Health, Education, and Wel 
fare is required to establish temporary zero tolerances for those colors 
and uses as to which the data available to him do not establish a 
reliable basis for inclusion in a list of colors deemed provisionally 
listed and for determining the prevailing levels of use before the 
enactment date of the color-additive provisions. This is required in 
order to enable the Secretary to compile and promulgate a list of 
colors which are deemed to be provisionally listed (without specifi 
requests for listings being filed) and in order to enable him to deter 
mine temporary tolerances for such colors. However, he is first to 
give public notice and a reasonable time for the submission of data, 


before establishing temporary zero tolerances under these provisions 
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Present Coal-Tar Color Listings 


Under Section 203(b)(1) of the color-additive amendments, any 
coal-tar color which, as of the day before enactment, was listed and 
certifiable (and for which at least one batch had been certified for 
the listed use) is “deemed” to be provisionally listed. This means 
that it is eligible for use, at least temporarily, to the same extent that 
it had been before enactment of the amendments. (For all such 
colors, see the lists at { 1370-1397 of the CCH Foop Druc Cosmeti 
Law Reporter.) Directly included under this section would be the 
following colors D&C Yellows Nos. 7, 8 and 9: D&C Reds Nos. & 
9, 10, 19, 20, 33 and 37; and D&C Oranges Nos. 5, 6, 7 and 17 


All of these were “delisted” and, in most instances, transferred to 
the “external use” list as of January 3, 1960. However, this action 
was later “stayed” pending the outcome of a hearing scheduled for 
February 17, 1960, so neither the “delisting” nor a recent “tentative 
order” which would (if finalized) have reinstated the January 3, 1960 
action ever actually resulted in removal of any of these colors from 
the general D&C list. All, therefore, are “deemed” to be provisionally 
listed ; it is not necessary to wait until regulations are issued, or to file 


a petition, for the “listing” to be effective. 


Revivals for Prior Coal-Tar Color Listings 


Provisional listing of colors which have been listed as certifiable 
in the past, but which are no longer listed or certifiable on the day 
before enactment of the color-additive amendments of 1960, is author 
ized. In this instance, however, the listing is not automatic, The 
listing must be requested; the Secretary must be satisfied that the 
action would be consistent with the protection of the public health 
and the listing must not take effect before the date of publication in 
the Federal Register. This provision could make possible a provi 


sional listing of the following colors, which have been delisted in the 


past: FD&C Oranges Nos. 1 and 2 (which became Ext. D&C Oranges 
Nos. 3 and 4), FD&C Yellows Nos. 1, 2, 3 and 4 (which beca 
D&C Yellows Nos. 7, 8, 9 and 10) and FD&C Red No. 32 (which 
became Ext. D&C Red No. 14). 


me Ext. 


Each of the “Ext. D&C” numbers mentioned in parentheses 
would, of course, qualify for external use listing, as described above 


Petitions would have to be filed in order to restore a temporary list 
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ing for use in or on food, under the color-additive amendments of 
1960. 
Noncoal-Tar Colors 

Any noncoal-tar color additive which was commercially used or 
sold. before the enactment date of the color-additive amendments of 
1960, for any use or uses in or on any food, drug or cosmetic, is auto 
matically deemed to be provisionally listed for the same use or uses 
As long as any such color additive is not subject to a tolerance limita 


tion, it is exempt from the need for certification of batches 


Restrictions and Tolerances for Provisional Listings 


The fact that a color additive qualifies for provisional listing 
under any of the three tests described above does not mean that the 
present listing (or the original one, for a previously listed coal-tar 
color) must be continued without change until final regulations are 
issued. The Secretary is specifically authorized to provide for what 
ever temporary tolerance limitations and other conditions of use and 
labeling or packaging requirements are necessary to protect the publi 
health and is to provide for certification of batches of coal-tar colors 
\s a matter of fact, zero tolerance levels for some uses may be manda 
tory, if data now available is inadequate. Also, he can terminate a 
provisional listing or a particular use whenever he considers such 
action necessary. 

However, if the Secretary should, by regulation, terminate a pro 
visional listing or modify a listing to make it, or a tolerance limitation, 
more restrictive, a petition for relief may be filed. The petition, which 
must meet customary standards in setting out the relief sought and 
the data on which it is based, will not automatically stay the Secre 


tary’s action. 
New Uniform Rules for All Colors 


Essentially, Title I of the color-additive amendments of 1960 ts 
a refinement of the food-additives amendment of 1958. It takes color 
ing additives out of the scope of those provisions, and establishes sep 
arate, uniform rules for determining whether color additives are safe 
(with appropriate restrictions or tolerances) for specified uses in 
foods, drugs or cosmetics. Perhaps most significantly, it establishes 
uniform procedures and rules for both coal-tar colors and noncoal-tar 


colors, and provides for establishment of tolerances for coal-tar colors 


(The Food and Drug Administration had interpreted earlier provi 
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sions governing food additives, drugs and cosmetics as authorizing 
only the use of “harmless” coal-tar colors, and in this it was upheld 
by the United States Supreme Court (Flemming v. Florida Citrus Ex 
change, CCH Foop Druc Cosmetic Law Reports { 7468, 358 U. S$ 
153 (1958).) 


Before enactment of the color-additive provisions, it was neces 
sary to ban the use of any coal-tar color completely (except for 
external drug and cosmetic use) if it was found to be toxic in the 
laboratory when fed to animals in some concentrations, even though 
its actual level and manner of use might have been completely safe 
Even for externally applied drugs and cosmetics, the same principle 
applied if toxicity appeared in the laboratory in some concentrations 
by any relevant type of test, even though the actual level and manner 


of use might have been wholly safe. 


Also, a retesting program of the Food and Drug Administration 
using modern testing techniques led to the discovery that many of 
the listed and so-called “harmless” coal-tar colors actually might be 
toxic in some concentrations. However, it could not take a particular 
color off the list until it established its toxicity by laboratory tests 
which, to cover the entire list, might take as long as 20 years. 

Then, too, it was felt that there was a need for making all colors, 
whether they were coal-tar colors or others, subject to the same pre 
testing requirements and, where necessary to protect users and con 
sumers, the same requirement for certification to assure their purity 
and identity with those listed as safe. 

Accordingly, the color-additive provisions give the Secretary 
more discretion in determining whether or not to list color additives 
as safe. Also, they shift much of the burden of testing to establish 
safety for particular uses to industry—and set a basic two-and-a 
half-year deadline on that testing. This deadline can be extended, 
but it is apparently intended that industry will have to justify the 
extension. What the House Committee said was: “This maximum 
period could be extended only where, in a particular case, such exten 
sion is necessary to complete the required safety tests for a color and 
is found consistent with protection of the public health.” 


Qualifying Color as Safe—*'General Recognition’ Rule 


The color-additives law operates in much the same manner as 
the food-additives law. First, the term “color additive” is specifically 
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excluded from the term “food additive” and separately defined as any 
dye, pigment, or other substance which, when added or applied to a 
food, drug, cosmetic or the human body, is capable (alone or with 
some other substance) of imparting a color to it 

Any food, drug or cosmetic subject to the Federal Food, Drug 
and Cosmetic Act is classified as “adulterated” if it contains a color 
additive which is “unsafe” within the meaning of new Section 706(a) 
Section 706(a) goes on to make a color additive, and its use for any 


particular purpose, unsafe unless 


(1) It is listed in a regulation, together with any appropriate 
restrictions or tolerances, as safe for the particular use 
(2) It is used in accordance with the terms of that regulation 


(3) It is from a batch certified (under regulations) for the par 
ticular use, or exempt (also by regulations) from necessity for certi 
fication 

All three requirements must be met for a color additive to be 
considered “safe” for any particular use. The only exception is 
where an exemption for investigational use is in effect 

Finally, an additive, use, and appropriate tolerances or restrictions 
for its safe use are to be listed in a regulation only if the Secretary 
of Health, Education, and Welfare has “data before him [which] 
establish” that (1) there are reasonable methods of determining the 
ingredients of a color additive, its impurities, and how much goes 
into or on the food, drug or cosmetic and (2) the use of the additive 
under any prescribed restrictions or tolerances, will be safe. In deter 
mining safety of use, such factors as total consumption or exposure 
cumulative effects, and adequacy of safety factors are all to be con 
sidered. 

The significant phase of these requirements, as in the case of food 
additives, is their placing of the burden of proving that it is safe to 
use a particular color additive in a particular way on the person 
proposing to use the additive. There is no burden on the Secretary 


to establish that it will be unsafe. However, there is provision for 


listing of additives which are generally recognized as safe for use 


in or on food, if so recognized in a published finding issued under 
the food-additive provisions. 
Apart from this one exception, the color-additive provisions 


retain the prior system (for coal-tar colors) of comprehensive listings 
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of colors and uses. There is no attempt to carve out an exception from 
listing for colors “generally recognized” by experts as safe for use 
The color-additive provisions were distinguished from the “broad 
sweep” of the food-additive provisions, which would have covered 
such common additives as salt, vinegar and natural spices (and would 
have required pretesting for them as well as other additives) had it 
not been for the “generally recognized as safe” approach. For color 
additives, however, the Secretary of Health, Education, and Welfare 
believed that a similar exception would not be sound, and the House 


Committee agreed. It said: “If a color is in fact generally recognized 


by competent experts as safe for unrestricted use in any kind of 


article, this can be readily established and reflected in regulations 


listing such color.” 


Prohibition of ‘‘Deceptive’’ Colors 


The mere fact that a color additive may be “safe” does not ne« 
essarily qualify it for listing. The Secretary is forbidden to list a 
color 

if the data before him show that [a] proposed use would promote deceptior 

the consumer in violation of [the Federal Food, Drug, and Cosmetic] 

or would otherwise result in misbranding or adulteration within the meaning 

[that] Act 
\ similar provision governs food additives, under Section 409(c) 


(3)(B). 


In rejecting a proposal that only “harmful” deception be covered, 
the House committee expressed the belief that it would be unsound 
policy to legislate against deception for food additives, but only against 
harmful deception in the color-additive provisions; it felt that the 
rule should be identical under both sections of the law. However, it 
was also pointed out that deception as such is not banned; it is only 
deception which violates the Federal Food, Drug, and Cosmetic Act 
Examples of the type of deception sought to be reached are (1) the 
use of artificial color in egg noodles to hide a deficiency in eggs 
(2) the use of artificial color on immature apples or oranges to make 
the fruit appear mature, (3) the use of artificial color in tomato catsup 
or juice or canned tomatoes prepared from immature raw materials 
and (4) the use of artificial color in stale red meat to make it appear 
fresh. It is not intended to bar the use of appropriate coloring, under 
proper labeling declarations, on such items as mature oranges, or in 


butter, margarine or oleomargarine. 
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Broader Uses and Tolerances to Come 


\ color additive can be listed, with appropriate restrictions or 
tolerances, as safe for use generally (that is, in or on food, drugs and 
cosmetics), for general use on a limited type or group of products 
(such as drugs and cosmetics) or for a limited use (such as external 
use only). However, separate listings are required for foods, for 
drugs and for cosmetics. The Secretary of Health, Education, and 
Welfare has wide discretion, comparable to that which he has been 
given in the past for colors, as well as more recently under the food 
additive provisions. But now he can establish tolerances under cir 
cumstances where (as in the case of coal-tar colors) he could not do 
so in the past. Also, the testing standards and factors to be consid 
ered in listing a color additive, under the color-additive amendments 


of 1960, are expected to give him more leeway 


\s a result, it can be anticipated that the types of colors and uses 
listed under the color-additive amendments of 1960 will be consider 
ably broader than in the past, particularly for coal-tar colors. True, 
there will be little immediate effect, since the “provisional” listings 
which have been described do not reflect the Secretary’s new author 
ity to establish tolerances or restrictions more liberal than those which 


have been possible in the past. 


\s a matter of, fact, broader listings is one of the major objectives 
of the law. The Committee said 


The food, drug, cosmetic, and color industries find themselves in a serious 
situation as the result of the removal of color after color from the lists under the 
present inflexible provisions of the law. Unless the law, by permitting the listing 
of colors under safe tolerances, is brought into line with present-day methods of 
control, the emergency will grow and deepen, an emergency which the Secretar) 
of Health, Education, and Welfare believes could be relieved for most established 
colors on a sound and permanent basis by enacting the provisions of this bill 


With these expressions of both Congressional and administrative 


intent in mind, it seems likely that the regulations will in time provide 


not only for wider use of “established colors,” under appropriate 


tolerances, but for additional color additives as well 


Anticancer Clause 


The new law contains the same type of anticancer clause as that 
which was incorporated in the food-additive amendments. It flatly 
prohibits the listing of any color additive which is found to induce 
cancer, in man or animal, by ingestion or other pertinent exposure 
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The clause, of course, is highly controversial. The Senate com 
mittee omitted the clause, and the bill passed the Senate without it 
The House committee, however, felt differently. 

Several industry witnesses suggested, in effect, that any anticancer 
clause should provide authority for the Secretary of Health, Education, 
and Welfare to establish tolerances of safe levels of colors that produce 
cancer, when tested under appropriate laboratory conditions. Against 
this, other experts and the Secretary of Health, Education, and Wel 
fare argued strongly that there is at present no sure way to determine 
how much or how little of a carcinogen is necessary to produce cancer 
in a human being, how long it would take for the cancer to develop 
or how to control or determine levels of ingestion or exposure where 
more than one source is possible or likely. This uncertainty caused 
the committee and House to vote in favor of the clause, which the 
Senate later accepted without change. 


The views of the Secretary of Health, Education, and Welfare 
and the possibilities of future modification or elimination of the anti 
cancer clause, for both color and food additives—are clearly sum 
marized in a statement he filed with the House Committee 


The preponderance of scientific evidence clearly dictates our position: Our 
advocacy of the anticancer proviso in the proposed color additives amendment 1s 
based on the simple fact that no one knows how to set a safe tolerance for sub 
stances in human foods when those substances are known to cause cancer when 
added to the diet of animals 

Unless and until there is a sound scientific basis for the establishment of 
tolerances for carcinogens, I believe the Government has a duty to make clear—in 
law as well as in administrative policy—that it will do everything possible to put 
persons in a position where they will not unnecessarily be adding residues of car 
cinogens to their diet 

The population is inadvertently exposed to certain carcinogens. Ultraviolet 
light occurs in sunlight. The burning of most fuels produces some minute quantities 
of chemical compounds that elicit cancer in experimental animals, and some of 
the same agents can be identified in soot, tars, dusts, and similar residues—even 
from the atmosphere. In view of these facts, it becomes all the more imperative 
to protect the public from deliberate introduction of additional carcinogenic materials 
nto the human environment 

Whenever a sound scientific basis is developed for the establishment of toler 
ances for carcinogens, we will request the Congress to give us that authority. We 
believe, however, that the issue is so important that the elected representatives of 
the people should have the opportunity of examining the evidence and determin 
ing whether or not the authority should be granted. 


Both the House of Representatives and the Senate presumably 
agree, although to varying degrees, with this expression of policy and 


opinion as to the time for future action on the cancer question 
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Advisory Committee for Carcinogenicity 


Although the House committee inserted the Delaney anticancer 
clause in the bill, it went one step further than it had in connection 
with the food-additive anticancer clause. Whenever the anticancer 
clause is invoked against any person’s proposed use of a color additive 
(whether it be in connection with a proposal or petition to issue or 
amend a regulation or to modify or revoke a listing), that person can 
request that an advisory committee be appointed to study and report 


on the question of carcinogenicity. 


The Secretary must appoint a committee promptly upon request, 
and can do so on his own initiative if he so desires. The committee 
appointed generally from among experts selected by the National 
Academy of Sciences, is to be given the question in issue, together 
with all data which the Secretary has before him. It is vo study this 
and other data, consult with the parties involved if they so desire, and 
make a report and recommendation, within 60 days (90, if the com 
mittee feels that the extra time is necessary). Copies are to be fur 


nished to interested parties by the Secretary. 


Within 30 days after receiving the advisory committee’s report 
and recommendation, the Secretary is required to make his own deci 
sion, and issue an appropriate order. He is not, however, required to 


act in accordance with any recommendation of the committee 


Ordinarily, a request for appointment of an advisory committee 


precludes the Secretary from any further action on a petition or 


proposal, until after he has received the committee’s report and recom 


mendation. However, if he finds that there are emergency conditions 


which require the immediate issuance of an order, he can issue it 


Procedure for Issuance—and Review—of ‘‘Listing’’ Regulations 


The procedures under which regulations are to be issued listing 
colors as safe for specified or general uses, modifying previously issued 
listings or delisting a color or use, under the permanent provisions 
of the color-additive amendments, are a combination of the procedures 
generally applicable under Section 701(e)-(g) of the Federal Food, 
Drug, and Cosmetic Act (and which have previously governed coal-tar 
color regulations), except that for purposes of procedure and judicial 
review any order issued by the Secretary after a public hearing shall, if 
there was an objection to the proposed order before the hearing, be 
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based on a “fair evaluation” of the entire record at the hearing, and 
include a detailed statement of the findings and conclusions upon 
which the order is based (this is the same rule as for food additives). 
\lso, adjustments in the procedures (as outlined above) have been 


made to reflect the appointment of advisory committees for questions 
involving the anticancer clause. [The End] 


PROPOSED DRUG PROCEDURES REVIEWED 
BEFORE SENATE SUBCOMMITTEE 


Testifying before the Senate Subcommittee on Antitrust and Mo 
nopoly last month, United States Commissioner of Food and Drugs 
George P. Larrick declared his confidence in the integrity of new drugs 
placed on the market. However, after pointing out some weaknesses 
of the law in that particular area, he proposed amendments to the Fed 
eral Food, Drug, and Cosmetic Act which would (1) authorize inspec 
tion of manufacturers’ reports covering clinical experience with new 
drugs and also inspection of all records, files, papers, processes, controls, 
facilities, and other things bearing on violations—actual or potential—of 
the Act; (2) expressly authorize inspection of commercial testing labora 
tories; (3) require a showing of efficacy of a new drug as well as a 
showing of safety; (4) deem adulterated any drug prepared or packed 
under inadequate controls; and (5) require certification of all antibiotics 
Most of these proposals have been included in a draft bill entitled “Fac 
tory Inspection and Drug Amendments of 1960,” which has been sub 
mitted for Congressional consideration and will presumably be submitted 
again to the next Congress if it is not acted upon now 


A general tightening-up seemed indicated by Commissioner Larrick’s 
announced plans to (1) check promotional literature sent directly to 
physicians; (2) make new-drug applications fully effective only after 
actual manufacturing and control procedures have been inspected; (3) 
make frequent inspections of manufacturing and control procedures 
alter applications have become effective; and (4) follow more closely 
the actual clinical experience with drugs. Also, the Commissioner ex 
pressed the feeling that FDA should have greater facilities for checking 
of laboratory and clinical results by its own tests 


Mr. Larrick said 


“We believe it would be desirable if the Congress were to provide 
that a drug shall be deemed to be adulterated if it has been prepared 
or packed in manufacturing facilities or under control procedures 
whereby it may have been rendered below the standard of strength, 
quality or purity it is represented or purports to possess, or whereby it 
may have been mislabeled or rendered injurious to health. This would 
enable us to require by injunction proceedings the installation of proper 
manufacturing facilities and utilization of appropriate control procedures 
The proof necessary for the injunction could be adduced through the 
properly authorized inspection.” 





“General Recognition of Safety”’: 


The GRAS Clause 
of the Food-Additives Amendment 


By JOSEPH D. BECKER 


Mr. Becker — Assistant to the Director, Legal De- 
partment, Allied Chemical Corporation—Considers 
an Important Phase of the 1958 Amendment 





r I ' HE food-additives amendment of 1958 excludes from the definition 
of “food additive” any substance: 
generally recognized, among experts qualified by scientific training and 
experience to evaluate ifs safety, as having been adequately shown through 
scientific procedures to be safe under the conditions of its intended 


use 

This is the so-called “GRAS exclus:on.” ' 

There are two other GRAS clauses in the Federal Food, Drug 
and Cosmetic Act. They differ importantly from that of the food 
additives amendment in terms of the word “its.” 

\ new drug, for example, is a drug the composition of which 


is not generally recognized, among experts qualified by scientific trai 
ing and experience to evaluate the safety of drugs, as safe ; 


Again, the act speaks of any pesticide chemical which 


is not generally recognized, among experts qualified by scientific train 
ing and experience (to evaluate the safety of pesticide chemicals, as safe 


It will be noted that the new-drug and pesticide provisions 


contemplate that the experts will be qualified to evaluate “new drugs” 


and “pesticides” in the generic senses of those terms. The food 


additives provision, however, is specific: The experts must be qualified 


121 USCA Sec. 321(s) (1959 Supp.) 721 USCA Sec. 321(p)(1) (1959 Supp.) 
(italics supplied). Substances used in food (italics supplied) 
prior to January 1, 1958, may be GRAS *21 USCA Sec. M6a(a) (1959 Supp.) 
through experience based on common use (italics supplied) 
in food as well as by scientific srocedures 
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to evaluate “its”—the particular additive’s—safety. Experts qualified 
to evaluate food additives generically will not do. 

This difference in formulation seems to have been overlooked by 
the Department of Health, Education, and Welfare. The Senate Com 
mittee Report on the 1959 color-additives bill, issued after the passage 
of the food-additives amendment, includes a letter from the Assistant 
Secretary, with this sentence: 


Materials which are generally recognized as safe for their intended use 
by experts qualified by training and experience to evaluate safety of foods 


‘ 


[sic] are exempt from the provisions of the food additives amendment 


Significance of Difference in Wording 


It is possible to regard the sentence as a rather casual restatement 
of the GRAS clause in the food-additives amendment. But if it is the 
Department’s considered view of the clause, issue must be taken with 
what may come to be regarded as retrospective legislative history. 
The statutory difference in wording is clear. If we are to give mean 
ing to every word of a statute, as we must,’ the difference must be 
presumed to have significance. There is no legislative history indicat 
ing otherwise.® Indeed, the fact that the eight food-additives bills 
introduced in the Eighty-fifth Congress expressed differing forms of 
the GRAS clause, including or not including the “its” limitation, 1s 
evidence of a conscious legislative choice in favor of the limitation.’ 

A class of experts qualified to evaluate “its” safety is a much 
more restricted circle than a class qualified to evaluate the safety of 
food additives generically. Assuming, arguendo, that the qualification 
of an expert under any interpretation of the clause will require that 
he have done actual toxicological research (a less exacting standard 
may in fact suffice) it follows that, while any toxicologist who has 
done research on any food additive may be qualified to evaluate the 
safety of “food additives,” only those toxicologists who have studied 
the particular additive in question or the class of additives to which 
the particular additive belongs are qualified to evaluate “its” safety 
Put in terms of adjective law, this GRAS clause means that the 
qualification of an expert witness for the purpose of testifying, or 
filing an affidavit, on the GRAS issue must include a showing of his 
competence with respect to the particular additive sub judice 

‘S. Rept. 795, 86th Cong Ist Sess “Federal Food Drug. and Cosmetic Act 
(1959), p. 7 (1958), pp. 11, 39, 41, 55, 62, 107 

*See U. S. v. Menashe, 348 U. S. 528 *See Hearings Before a Subcommittee 
538-539 (1954) of The Committee on Interstate and For- 


*See, Dunn, Editor, Legislative Record eign Commerce, House of Representatives 
of 1958 Food Additives Amendment to 85th Cong., (1958), pp. 1-49 
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The closing of the circle of experts that is effected by this inter 


pretation has corresponding consequences for the concept of “generally 


recognized” that appears in‘the GRAS clause. Assume that 200, rather 
than 300, experts are qualified to evaluate “its” safety: It is general 
recognition among these 20 that would satisfy the GRAS clause 


Need for FDA Consideration 

The foregoing observations have special relevance to the pro 
cedure adopted by the Food and Drug Administration for the com 
pilation of the several GRAS lists. We are advised by one report 
that, in this connection, a high FDA official “said a chemical could 
not be considered safe if a majority unacquainted with it and its 
usage disagreed with a small minority of fully informed specialists 
who said it was safe.” * 

Under the circumstances it appears that the FDA has failed to 


give a due statutory significance to the word “its,” and that it should 


now do SO). [The End] 





FRED B. LINTON 


With regret we tell of the death on June 19, 1960, of Fred B 
former assistant to the United States Commissioner of Foo 
Mr. Linton, who was 85 years old, died at his home in 
Maryland. He had retired in 1944 after 42 years of service in 
States Bureau of Chemistry and its successor, the Food and 


ministration 


He entered federal service under Dr. Harvey W. Wiley and cor 
tinued under Dr. Carl L. Alsberg, Commissioner Walter G. Campbell 
and Commissioner Paul B. Dunbar. He served for two decades as editor 

the Food and Drug Review. At the time of his retirement, Commis 
sioner Dunbar said of him: “Because he has not confined his interest 
in management to narrow bureau limits, he has come, in the course of 
his long official career, to be recognized as an authority among Govern 
ment fiscal and personnel officers throughout the Federal service 


JOURNAL readers will best recall him for his fine articles. in the early 
days of the magazine, dealing with the history of leaders—federal and 
state—in the food and drug law field 











’See Oser, ‘“‘Food Additives—New Law Engineering News 108. 110 (February 15 
Causes Many Problems,"’ 38 Chemical and 1960) 
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are usually encountered in assaying the 
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APPENDIX A 
Selected References on Food Additives 


Progress in Clearing Safe Food Addi 
tives, a Statement by Arthur S, Flem- 
ming, Secretary of Health, Education, 


and Welfare, January 26, 1960. 


Proposed Color Additives Amendment, 


Flemming 
Inter 
state and Foreign United 
States House of Representatives, Tues 
day, January 26, 1960 

Aminotriazole in Cranberries, a Report 
Presented by Arthur S. Flemming to 
the Committee on Interstate and For- 
eign Commerce of the House of Rep 
resentatives on Actions Taken with 
Aminotriazole and St:'bestrol 


a Statement by Arthur S 
before the House Committee on 
Commerce, 


Respect to 

The Role of Certain Chemical and 
Physical Agents in the Causation of Can 
cers, by G. Burroughs Mider, M. D., 
Associate Director in Charge of Re- 
search, National Cancer Institute, Na 
tional Institutes of Health, Publix 
Health Service, Department of Health, 
Education, and Welfare, January 26, 
1960 

Chemicals and Food Safety, a State 
ment by E. L. Peterson, Assistant 
Secretary of Agriculture 
ls of Chemical Addi- 
tives in Food, Reprint from the July, 
1958 Issue of Foop Druc Cosmetic Law 
JouRNAL, “The Scientists’ Forum,” 
Edited by Bernard L. Oser 


Insignificant Level 


Academy ot 
Research Council 


Reports of the National 
National 
Problems in the Evaluation of Carcino 
Hazard from Use of Food Addi 

Food Protection Committee, 
Nutrition Board, December, 


»ciences- 


genic 
tives, 
Food and 
1959 
Principles and Procedures for Evalu 
ating the Safety of Intentional Chemica 
Additives in Foods, a Statement Pre 
pared by the Food Protection Commit 
tee of the Food and Nutrition 
November, 1954 
Food-Packaging Materials—Their Com 
position and Uses,a Report of the Food 
Protection Committee, November, 1959 


Board, 
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Hormonal Relationships and Applica 
tions, Publication 714, a Report of the 
Committee on Animal Nutrition, 1959 

Safe Use of Pesticides in Food Pro 
duction, a Report by the Food Prote¢ 
tion Committee of the Food and Nutrition 
Board, November, 1956 

Statement on What We 
Possible Relationships Between 
and Food Additives, Food Protection 
Committee, December, 1956 


Know About 


Cancer 


Regulations for the Enforcement of th. 
Federal Insecticide, Fungicide, and Ro 
denticide Act, Issued March, 1948, 
United States Department of Agriculture 

Interpretation of the Regulations for 
the Enforcement of the Federal Insecti 
cide, Fungicide, and Rodenticide Act 
Issued August, 1948, United States De 
partment of Agriculture 

Federal Food, Drug, and Cosmetic Act 
United States Depart 
ment of Health, Education, and Wel 
fare, Food and Drug Administration 


as Amended, 


Appraisal of the Safety of Chemicals 
in Foods, Drugs, and ( Edited 
Published by the Editorial Com 
mittee, Association of Food and Drue 
Officials of the United States, Food 
and Drug Administration 


osmetlics, 


and 


APPENDIX B 


Che various bureaus of the Depart 
ments of Agriculture and Health, Edu 
cation, and Welfare 
in close association with 
with corresponding State and local gov 


guard the food sup 


have long worked 


each other and 


ernment agencies to 


ply The highly trained scientific and 


technical these bureaus 
work in 
Agriculture and Health, Education, and 
Welfare administer that 


the purity of food 


manpower in 
unison rhe Departments of 


laws regulate 


The Department of Agriculture ad 
ministers 

(a) The 
cide, and 
quires the 


Fungi 


which re 


Federal Irsecticide, 
Rodenticide Act 
registration of econom«K 
formula 


shipped 


poisons (pesticide chemical 


such as_ insecticides) 


Before 


tions 


interstate. registering an eco 
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nomic poison, the Department deter- 
mines, among other things, that its 
label bears directions for use which, if 
followed, are adequate to protect the 


public. The Department investigates 


interstate shipments of economic poi- 
sons to ensure compliance with the 


requirements of the Act In case of 
violations, it merchan- 


dise and prosecute the responsible party 


(b) The Federal Meat Inspection 
and Poultry and Poultry Products Acts 
which give the Department authority 
to determine, by regulation, what chem- 
icals are safe and may be used in estab- 
lishments producing red meat, poultry 
and products containing them for in- 
terstate commerce. Under the contin- 
uous meat, poultry and 
their products produced for interstate 
commerce, the Department has author- 
ity to condemn and prevent the move- 
ment of any materials found to 
be unwholesome. In addition, the De- 
partment may cause prosecution of any 


may seize the 


inspection ot! 


such 


person shipping meat, poultry and their 
products in interstate commerce which 
have not been inspected for wholesome- 
with the require- 


ness in compliance 


ments of the Act 


The Department of Health, Educa 


tion, and Welfare 

(a) Approves labeling of new drugs 
drugs 
veterinary use; in 


containing antibiotics for 


this 


and 
deter- 
drugs 


way it 
mines that when shipped these 
bear directions for use that guard against 
contamination of food from treated ani- 
mals with drug 

(Sections 505 and 507 of the 


residues 


Act.) 


(b) By regulation establishes toler- 
ances for the residues of toxic pesticides 
(insecticides, fungicides, herbicides, etc.) 
that may safely remain on crops when 


hazardous 


interstate com- 
Act, also 


Chemicals 


marketed in 
(Section 408 of the 
Pesticide 


they are 
merce 
known as the 
Amendment.) 


(c) By 


conditions for use of 


establishes safe 
food 


in food processing or handling, includ- 


regulation 
additives 


ing chemicals tor use in Or On meat or 


? 
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Act, also 
Amend 


(Section 409 of the 
Food Additives 


poultry. 
known as the 
ment.) 

In general, the person who wishes 
to promote a toxic 
that may leave small amounts in 
must establish the safety of the pro 
posed uses He this 
Federal Food, Drug, and Cosmetic Act 
laboratory 


chemical for uses 


food 
under the 


does 


by conducting 
tests to determine 


appropriate 


(i) How much of the chemical or 
toxic 
will remain in 
this 
method, 


poses, for detecting excessive amounts 


resulting from its use 
food. It is essential in 


analytical 


materials 
connection to have an 
usable for enforcement put 
should they occur in food in commercial 
practice 

(ii) What the effect of various dosages 
is on test animals 


hat there is an adequate mar 
gin of safety between the 
of the chemical and the 


in fc od 


The 


(in) 


| 


toxic level 


level proposed 
furnishes these 
test results to the Department ol 
Health, Education, Welfare 


a request for approval of his proposed 


promoter then 


and with 


use. Only when the Department grants 
approval may the product be employed 
legally. (The detailed procedures for 
approval vary depending upon whether 
the product is, by definition in the 
law, an antibiotic, a new drug, a pesticide 
chemical, or a food additive.) 


antibiotic vet 


If the chemical is an 
drug or new 


used on 


erimary drug or a pesticide 


to be animal or plant crops 


so that no residue remains on food as 
it is marketed, the promoter must show 
the Department of Health, Education 
and Welfare (for antibiotics or veterinary 
Department of Agri 
culture (for pesticides) that under the 
will be no 


drugs) or the 


proposed directions there 


residue 
safety of chemicals 
extremely 


Evaluating the 
added to 
Intensive 
merous laboratories develops new in 
formation almost daily. Inevitably there 


food is complex 


scientific exploration in nu 
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will be occasions in which the Govern- 
ment must rescind some of the authori 
granted tor use in 


zations it has 


chemicals 
APPENDIX C 
Extracts from 
Appraisal of the Safety of Chemicals 
in Foods, Drugs and Cosmetics, 
Food and Drug Administration, 1959 
Page 79 
“For the 
carcinogens 
produce a significant increase in tumor 
when administered at any 
route of adminis 


purpose of this discussion, 


are those 


substances which 
incidence 
dosage level by any 
tration in any species o! animal as com 
pared tocontrols, Obviously, carcinogenic 


tumorigenic more 


would be 
not all tumors are 
may range from 
strong; on a 


(perhaps 


correct since ma 


lignant) potency very 
weak to very 
dosage basis, 10,000 or more times the 
quantity of one chemical may be needed 


mg/kg 


than of another 
Page 82 
“Tumor-producting action is not some 
Is not present’ 
words, this 


thing that either ‘is or 
in a compound. In other 
all black or all white but 
incorporates a lot of gray. At one end 
of the scale we have compounds which 
been known to cause any in 
neoplasia in any 


action 1s not 


have not 
creased incidence of 
species by any route of administration 
dosage. And, at the other 


the compounds that are 


with any 
end, there are 
readily detectable as potent carcinogens 
How should we the com 
pounds that fall in ‘gray 


evaluate 


the area’? 


FOOD DRUG COSMETIC LAW JOURNAL 
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consider that 
carcinogenic stimuli are cumulative and 
irreversible. We previously de- 
fined a carcinogen as a substance that 
produces 4 signihcant increase in tumor 
incidence when administered at any 
dosage by any route of administration 
in any species of animal as compared 
to controls. We have indicated 
that carcinogenesis in 
by one route of administration 
not imply another 
species or by another route of admin 
istration. It should be kept in mind 
that and rat tumor production 
is greatly influenced by dietary factors 
either 


Some cancer workers 


have 


also 
one species OF 
does 


carcinogenesis in 


mouse 


These dietary factors may be 
qualitative, as in the 
tumor incidence with choline 
or quantitative, 


tumor 


case of increased 
deficiency, 
such as the pronounced 
the 


with 


incidence (in 
life span) 
The selection of 


decreases in 
presence of an equal 
caloric restriction 
animals and the 
chosen have been 
What we principally 
is the tumor-producing 


test 


reasons for those 


discussed earlier 
are concerned 
with potential 
one mani 


but 


Carcinogenesis ts 
chronic toxicity; 


ior man 
festation ot since 
carcinogenesis are under 


frequently 


mechanisms of 
stood less well than the mors 
encountered toxic alterations of the 
usual chronic experiment, it is prudent 
to err on the Evalu- 
ation of the man of 
tumorigenicity or 
experimental animals when the 
are in the borderline area (that is, 
negative but not distinctly 
most difficult and complex, and demands 
the combined talents of people in many 


caution 
significance tor 
carcinogenicity in 


side or 


results 
not 
positive) 1s 


biological specialties.” 





In the Food and Drug 


New Facilities Opened for Atlanta 
District.—On June 24, the new Charles 


W. Crawford Building for field-head 
quarters offices and laboratories of the 
Food and Drug Administration’s At- 


lanta District was dedicated at public 


Administration 


ceremonies Atlanta District is re 
sponsible for federal food-drug law en 
forcement in Florida, South 
Carolina, and the western half of North 


Carolina 


Georgia, 
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Seizures Reported in July.—In its 
July report on enforcement and compli- 
ance, FDA revealed that continued be- 
magic potions 
remedies had 
promoter to 
and offer 
specific 


wives’ tales, 
old-fashioned home 
enterprising 
than 100 herbs 
labeled as 


lief in old 
and 
enabled an 
stock 
them in 
cures” for practically every human ail- 


more 
packages 


tea,’ 
“cancer cream.” The 
seizure ol 


ment—among them “diabetes 
“heart tonic” 
Administration 
and 
arthritis, 


epilepsy, external 


and 
announced 
“tonics” for conditions 
asthma, change of 
Cata- 


his “teas” 
including 
life, 

racts, 


diabetes, 
hardening of the 
trouble, kidney 
tapeworms and 
taken into custody were 
-cramp bark, devil 
grass, figwort, skunk cabbage, queen of 
Che total 
Mis- 


filed, based on 


arteries, heart 
overweight, 
veins. Also 
raw materials 


stones, 
Varicose 
shoe string, dog 
the meadow, and turtlebloom 
value of seized goods was $2,000 
branding charges were 
false and misleading curative claims in 
the labeling 

Separate charges were brought against 
two other 
ot verbal 


unlabeled products because 
claims made to an inspector 


and to a FDA 


Both posed as customers for a cancer 


woman empl yyee ot 


remedy in a retail store operated by the 
“cancer cream” or “cancer 
treatment for 
breast the claim 


eliminate the need 


promoter \ 


paste” was sold as a 


cancer of the 
that its would 
for surgery recommended by 
cian. A companion “special blood tonic” 
was treatment tor anemiz, 
“tired blood,” iron deficiency, and run- 


with 
use 
a physi- 


sold as a 


down condition, as well as for cancer 
The total charge for a week’s supply 
of both “medications” was $2.58 

The Administration investigators asked 
the store clerk—who that he 
studying “herbistry’—whether they might 
They were told that 
most of his time 


said was 
see “the doctor.” 
“the 
away from the store on buying expedi- 


clerk 


doctor” spent 


tions for drugs, but the said 


“Any of us can help you.” 


Other drug and device seizures in 


cluded four actions against so-called 


PAGE 455 


“food supplements” promoted wit! 
statements falsely suggesting or imply 
ing that all disease conditions are caused 
by a faulty diet that the 
person must vitamins 
minerals in the 

protect his health 


were promoted by a spieler, as well as 


and average 


rely on and 
promoted products to 


“Fruit salad” wafers 


by literature. These claimed to 


prevent and treat premature aging, high 


were 


blood pressure, brain fag, airborne and 
food pyorrhea, fever 
and pains, alcoholism, and the effects of 
-smoking; FDA that this 
mixture of powdered fruits would not, 


poisonings, aches 


cigarette said 


supply the 
fruit 
+} 


as claimed, nutrients in a 


salad and had no 
treating the conditions for 
offered Another “food 


featured yeast aS a source 


serving of fresh 
value for 
which it was 
supplement” 
of vitamins. It found to « 
what amounted to only 1/300 
usual Umted States Pharmacop 


of yeast, which, FDA also pointed out, 


was ontain 


serves only as a carrier for vitamins 
It was explained by FDA that the prod 
uct had no special value in pr ling 


resistance to disease or increasing en 
ergy or improving muscles of the diges 
tive tract, the 


system or the « 


nerves, the circulatory 


mplexion, as claimed 
A herbal mixture was put up in capsules 


“natural tranquilizer” for treating 
and 


disorders due to it, 


as a 


overweight nervous tension, and 


and for preventing 
and hardening of the 


An ointment (a gycerite of the 


heart disease 
arteries 

aloe leaf) 
quate and 


types ol 


was represented as an acl 
effective treatment for all 
and abrasions; 


superficial ulcers; 


burns, cuts 


poison ivy; and a 
letes foot 
preventive for 
Phenylpropanolamine hydr« 


It was also represented as a 


scar tissue and as an 
antiseptic 
chloride, 


trolling appetite or weight, was promoted 


which is not effective in con 


in tablets supposed to release the active 
ingredient over a period of eight to 10 
hours and “suppress the appetite all day 
long.” 

Altogether 11 of the 16 
devices seized during June, 1960 were 


drugs and 


alleged to bear false and misleading 


claims 
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food actions in 
which nearly 
containing 
from the 
that these 
use of 5,256 30-pound 


Forty-nine seizure 
cluded nine in 


whole 


79 tons of 
rotten 
market 


frozen 
were 


egkesS 
removed 
agency noted 

the 
cans of suspect eggs by food-manufac 
firms until cans with good eggs 


eCRES 
The 


prevented 


seizures 


turing 
could be segregated from cans with bad 
eCgeS 

Of the 765 tons of unfit foods seized 
during June, 608 were in 
taminated wheat. Also 
were canned tomatoes and catsup with 


rodent-con 
seized as unfit 


fly eggs and maggots; dried beans that 
were rodent-contaminated; and canned 
Seiz 


tons 


peas containing insects and larvae 
and nearly four 
contamination, the 


ing 30 tons of rice 
of flour for 
government also charged these produc ts 
with having been held under insanitary 


rodent 


warehouse storage permitting contam1! 
nation 
Nearly 60 
barley had been mixed with seed grain 
treated with a toxic mercurial compound 
not permitted in More than 
43,000 14-ounce cans of evaporated milk 


tons of a single shipper’s 


foods 


vere seized because they contained 


residues of pesticide chemics 
market 


not per 


mitted in amount im milk, 


either tresh or processed 


any 


Two shipments of one producer's celery 
totaling 29 tons were taken off the market 


because the celery contained residues 


of parathion exceeding the legal toler 
this pesticide 
without harn 
about his 


ance on the amount of 


that may remain in celery 
to consumers. Asked 


practices by FDA inspectors, the celery 


spray 


producer said that he more or less de 
pended on the blackbirds to tell hin 
when the fields needed spraying 


Seized as economic cheats were tw 


products shipped tor use in ice cream 
a “chocolate” dip coating 


Both contained 


manutacture 
“chocolate” base 

Also 
and canned cut 
“stringy” to meet 


and a 
little 
low-fat 


chocolate seized were a 
butter 
beans that 


requirements of the food standard 


Permanent Court Injunction Ends 
Sale of Colored-Light Cancer “Cure.” 


green 


were too 


FOOD DRUG,.COSM ETI 
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Two actions of the United States Dis 
trict Court for the District of Los An 
stopped the color 
lamps promoted as a cure for cancer 
have, or may, 
the FDA has 


June 7 


geles have sale of 


and “all diseases which 
affect the body of man,” 
On the 


entered a 


announced same day, 


the court consent decree of 
condemnation in a 
bled lamp 


specialties company and also entered a 


seizure Of Uunassem 


color units shipped by a 
consent decree of permanent injunction 
against their distribution 


had sold the 


assembling 


device 
kits con 


sisting of a lamp base, electrical fixture 


rhe promoter 
“do-it-yourself” 
and plastic slides in a set 
of five colors. The promoter apparently 
believed that an unassembled kit would 


and wiring, 


not have to meet the same federal r« 


quirements o7 effectiveness and safety 
ts an entire device shipped in interstate 


commerce, according to FDA 


Court Grants Restraining Order 
Against “Blood Cure” Shipment.—A 
temporary order 
shipment of a 
tended for 
diseases by irradiating the patient’s blood 
granted by the federal 
Arizona, but the promoter 
service oO! papers 
the 


false and misleading therapeutic claims 


restraining against 


radioactive device in 


curing cancer and other 


has been court 


at Phoenix, 
cannot be located for 


Seizure of the device on basis of 


has been in litigation for more than tw 


months, FDA announced 


two to three times the 


radioactivity in a 


Providing 
amount of radium 
dial, the 


ft radium 


watch device uses a mixture 


barium chloride, lanthanum 
oxide and thorium oxide in eight quartz 
imbedded in a plastic 


tubs 


that are 
barrel. Another 
blood taken from a “patient” is inserted 
of the 
According to the dire« 
then held 
24 hours, atter 


tubes 


quartz containing 


in the center barrel for exposure 


to radiation 


tions, the entire device is 


under refrigeration fo1 


which the “irradiated” blood sample is 


reinjected into the “patient.” 


The device has been recommended 


for treatment of arthritis, diabetes 


anemia, cancer and bone ailments an 
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for dissolving bleod clots. It has also 
been used extensively in the “treatment” 


of mentally retarded children 


Industry Aids in Consumer Protec- 
tion.— Twelve plant improvements cost- 
ing a total of $310,704 were made 
voluntarily late in May and during June 
to assure production of clean, wholesome 
foods, according to reports made to 
FDA inspectors by food manufacturers 
and warehousemen. Through 97 addi 
tional voluntary destruction or diversion 
actions, food firms prevented 173 tons 
food from reaching 


of unfit products 


consumers 

\ New Hampshire baker 
$114,634 to eliminate possible insect in 
provide improved sanita- 
tion generally in his plant. He installed 
a bulk flour-handling system (to replace 
and a 


spent 


festation and 


elevators), an overhead cooler 
lard melter. A Colorado wheat elevator 
operator, for only $300, prevented pos 
sible rodent contamination of his stored 
with hardware clot! 
floors and 


He covered 
holes in the 


wheat 
or tin flashing- 
walls and openings to bins 

\ New Jersey spaghetti maker com 
replaced his product-handling 


$172,200 


pletely 
equipment in a program in 
tended to prevent possible contamina 
tion. He installed a 


replaced wooden and fiber trucks with 


tote-bin system, 


stainless steel equipment for easier 
cleaning, and he bought seamless plastic 
of -the fibet 


stock boxes in place ones 


previously used 


Drug firms during June voluntarily 
destroyed old and substandard 
valued at $24,143 

Printing Inks Under Food-Additives 
Amendment.—Among the industries in 
which new problems have arisen as a re 


food-additives 


drugs 


sult of enactment of the 
amendment is the manufacture of printing 
inks. Attempting to improve the under- 
standing of industry representatives as 
to how the amendment affects them, 
Einar T. Wulfsberg, FDA food and 
drug officer, spoke recently at a meet 
ing of the National Association of 
Printing Ink Makers, held at Ashe 
ville, North Carolina 
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Concerning guaranties from ink manu 
Wulfsberg said 


printing ink 


facturers, Mr 
“The 
manutacturer 


“(1) He 


the manufacture or packaging of foods 


proble m of the 


is along these lines 


has no immediate part in 
—his customers do 


“(2) The 
most 


immediate customers are 


for the part the converters oi 


paper, plastics, foils, and cotton fabrics 
“*(3) 

food 

from the 


The ultimate customer is the 
packer 
converter He in 


act as his own 


who buys his package 


some il 


Stances May converter 


wants a guaranty 


“The food packer 
assurance from the converter 


paper, 


or other 
that the 
or cotton 
or the 
a published regulation 


plastic, foil, 
additive 


package 
bag—is not a food 
used conform to 
Che 


other 


materials as 
converter 
guaranty or assurance 


including the 


wants a 
from his suppliers, 
ufacturer of ink, that the product is not 
a food additive.” 


man 


He went on to point out that most 


bright colors are not generally recog 
nized as safe 

“The ink manufacturer is faced wit! 
the situation that it is virtually 
make a 


which—if it 
tood 


impos 


sible to commercially accept 


able ink 


of tood—s not a 


becomes a pat 
additive An 
from substances gen 


nd would 


ink made entirely 


erally recognized as safe in fo« 
qualify I 
that im which ar 
to make an ink for 
fowl It 
lake 


[his course of 


only one case ot 
] 


posed 


have seen 
individual pré 
giblet bags in 
trom 
edible 


action has a 


prepared 
other 


dressed Was 


a certihed color and 
materials 
limited workability but there are cases 
desired Most of 
nonfading, moisture-resistant 
make tood 


just not 


where it might be 


the bright, 


colors which packages so 


attractive are possible with 


mineral certihable 


safe pigments 
colors . 

On the use of other mineral pigments 
coal-tar colors, Mr 


and uncertihed 


Wulfsberg said 
“Another 
pigments 


option is to use mineral 


which are tood additives 
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Colors from cadmium, chromium, cobalt 
useful to 
high 


and lead are probably 
you, but 
order of toxicity 


very 
generally are of a 
It is possible to write 


they 
regulations establishing safe usages tor 
these substances providing the amount 
to be tolerated in food is of an exceed 


ingly low level 


“Another source of 
industry are the uncertified 
These, I believe, you regard as 
permitting 
colors in food 1s 
The Food, 


as originally 


colors for your 
coal-tar 
colors 
indispensable. No regulation 
any amount of these 
possible as the law stands 
Cosmetic Act 


forbids 


Drug, and 
enacted expressly 


food 


their use in 


Mr. Wulfberg attempted to point out 
safe ways for manufacturers to follow 


He noted 


“The most desirable position for the 
ink manufacturer is to escape the 


amendment 


food 
because the inks 
expected to be 
food under their 
—that is, tor 


additives 
cannot reasonably be 
come components of 
intended conditions of use 
the printer and converter to so use the 
ink that there is no reasonable 
that the ink 
food 


application 


expecta 


tion may become a com 


ponent of This alternative 
wide 
the 
problems 


has a Unquestionably, 


it is solution to most of your 


“Just how far you can go with keep 


ing your inks away from food I do not 
know If the circumstances in which 


there 


is intimate contact between print 
ing ink and 


fatty foods are tre 
that 


minded per ple 


wet or 


quent, I would suggest one of 


more of your technically 
come in and discuss possible solutions 
this area, it jt 


to the problem In 


isn’t practical to risk an opinion witl 
out some body of fact upon which to 
base it 

“Your problems center around those 
inks in which 
ntact between the 


there is an inti 
ink and foods 
slightly 
must 


uses of 
mate ¢ 
acid or 
contact 
whatever 


which are wet, oily, 
alkaline If such 


exist, you must take steps 
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are necessary to insure that the ink 


under its 


condition of wus¢ 
the 


intended 
become a component ofl 
food In this 


devise test procedures upon which 


area, you may have to 
you 
can base an opinion that no reasonable 
expectation exists that the ink can be 


come a component of food 


“Idealistically, it 
to explore the idea of 
all to establish that a « 


standard 
used by 
reasonably be expected 
In FDA we would be 
he details and data from 
able 


vere 


cannot 
grate most 
ing to review 


might well be 


t 
such tests and we 


protocols 


that 


permit 


to agre¢ certain 
sufficient to reasonable conc! 


} ] 


sions as the lan iu the amendment 


laze ol 
indicates 
“For 


ditional 


ntact inks, ar 
You 


that 


these food-« 
possibility exists 
request a regulation stating 
and colorants 


used in 


tain chemicals 
for formulating inks 
foods his 


, 
such as Cf 


would restri 
uld be cr 


ingredients 


with 
mpou 

m an accepta ot 
No uncertified co 


permitted, but 


al-tar colors could be 


mineral colorants ar 


specifically by the Fed 
and Cosmet Act 


this area wou 


not excluded 

eral Food, Drug, 
Any approach in 
to start with some 
FDA 


people 


liscussk 


and some of your technical 


“Concerning the problem of vehicles, 

driers, and the like which are 

the formulation of inks, I am 
hyaot 


too uninformed to express anything bu 


used in 
printing 
the most general principles. I suspect 
that substances which are 
they find 


some cil 


many of the 
food additives if 
food Under 


may be most 


used are 


their way into 


cumstances it difficult 
to reach a conclusion that none ot these 


substances become a component of 
The 
exasperating thing to try to deal with 


With 


amount 


food concept of zero is a most 


a regulation, a very small 


can be established as a safe 


amount. This avoids the issue of zero.” 





PRODUCTS-LIABILITY LAW 


By WARREN FREEDMAN 


Mr. Freedman Emphasizes the Necessity for an ‘Enlightened Business At- 
titude, Ready and Willing to Stand Firmly Behind Reasonable Liability 
Standards."' His Case-Study Is Reprinted from the Insurance Law Journal 


HE EARLIEST DEVELOPMENT of products liability law was 

in the field of negligence, although the landmark English case of 
Winterbottom v. Wright* was in reality based upon a breach of war 
ranty. A mail coach driver was injured due to a mechanical defect in 
the mail coach, which had been sold to his employer. He sued unsuc 
cessfully on the basis of the sales contract between his employer and 
the coach manufacturer, The English court in 1842 held that the coach 
manufacturer owed a duty of care only to the person with whom he 
contracted: “The only safe rule is to confine the right to recover to 
those who enter into the contract.” Thus, the doctrine of “privity of 
contract” was delineated. 

Ten years later the New York Court of Appeals, in Thomas v 
Winchester,? a negligence action, brushed aside, however, the defense 
of lack of privity of contract. A bottle containing an extract of bella- 
donna, a deadly poison, had been mislabeled as “extract of dandelion,” 
a mild and harmless medicine. The product was sold to a druggist, 
who, in turn, sold it to another druggist, who then made the sale to 
the plaintiff for his wife’s use. The court held the manufacturer liable 
upon breach of a duty of care to the wife, the ultimate consumer, because 
the product was of a dangerous character; this duty of care, however, 
did not arise out of the contract of sale. 

The next landmark case was Huset v. J. 1. Case Threshing Machine 
Company,*® in 1903, and involved injuries to the employee of a farmer 
who had purchased a defective threshing machine. In allowing 
recovery upon proof of negligence, Federal Judge Sanborn spelled out 


* Winterbottom v. Wright, 10 M. & W. 100 (1842) 
* Thomas v. Winchester, 6 N. Y. 397 (1852) 
* Huset v. J. I. Case Threshing Machine Company, 120 F. 865 (1903) 
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the following exceptions to the gen- 
eral rule exonerating a manufacturer 
from liability for harm done by his 
product to an ultimate user: (1) the 
act must be “imminently dangerous 
to life or health of mankind,” (2) the 
injured user must be “invited by the 
manufacturer to use his defective 
appliance” and (3) the manufacturer 
must know his product to be danger- 
ous, and he did not give notice of 
same to the purchaser. 

In 1916 the highest New York court, 
in MacPherson v. Buick Motor Com 
pany,* expanded the latter point. Here, 
the purchaser of an automobile from 
a Buick dealer sued Buick in negli 
gence for injuries sustained when a 
defective wooden spoke of a wheel 
(not manufactured by Buick) collapsed. 
suick had not inspected the spokes. 
Judge Cardozo allowed recovery with 
these noble phrases: 


“If the nature of a thing is such that 
it is reasonably certain to place life 
and limb in peril when negligently 
made, it is then a thing of danger. 
Its nature gives warning of the con- 
sequences to be expected. If to the 
element of danger there is added 
knowledge that the thing will be used 
by persons other than the purchaser, 
and used without new tests, then, ir- 


respective of contract, the manufac 
turer of this thing of danger is under 
a duty to make it carefully. 

There must be knowledge of a danger, 
not merely possible, but probable. It 
is possible to use almost anything in 


a way that will make it dangerous if 
defective ; that is not enough to charge 
the manufacturer with a duty independ 
ent of contract There must be 
knowledge that in the usual course of 
events the danger will be shared by 
others than the buyer. But it 
is possible that even knowledge of the 
danger and of the use will not always 
be enough. The proximity of remote 
ness of the relation is a factor to be 


considered.” (Italics supplied.) 


It is interesting to note that Judge 
Cardozo did not absolve Buick from 
the duty of inspection because Buick 
had bought the wheels from a reputable 
wheel manufacturer. Some forty years 
later in the Carver case ° the “assembler” 
of defective goods still was held liable 
for negligence to a remote purchaser. 

Over the years the tendency of our 
courts to compensate for injuries due 
to the use of manufactured consumer 
products has resulted in side-stepping 
of the rigors of pre of of negligence in 
favor of the relatively simple proof of 


breach of warranty. The Rogers case ° 





* MacPherson v. Buick Motor Company, 217 
N. Y. 382 (1916). 

* Consolidated Gas & 
v. Carver, 257 F. 2d 111 


Equipment Company 
(CA-10, 1958) 


*Rogers v. Toni Home Permanent Com 
pany, CCH Foop Druc Cosmetic Law Re- 
ports § 22,537, 167 Ohio St. 244 (1958). 
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in 1958 marked the pinnacle of this 
move toward “products compensation” 
and toward a broad extension of the 
scope of manufacturers’ liability. A 
consumer, in reliance upon a TV com- 
mercial, purchased the defendant’s 
product, a home permanent-waving 
lotion, and sustained an allergic reac- 
tion by its use. The case was never 
tried on its merits, but was settled out 
of court for $1,500 after the plaintiff's 
complaint had been held to state a 
cause of action for breach of an 
express warranty. A remote purchaser 
could directly and successfully sue the 
manufacturer of the product, despite 
lack of privity of contract between 
them and despite no evidence of negli- 
gence on the part of the manufacturer. 
The plaintiff had purchased the product 
on the strength of an advertisement 
aimed squarely at her and was injured 
by the product. The Rogers case held 
that the plaintiff is entitled “to move 
the manufacturer to recoup 
The Ohio Supreme Court 
specifically held “The warranties 
made by the manufacturer in his ad- 
vertisements and by the labels on his 
products are inducements to the ulti- 
mate consumers, and the manufacturer 
ought to be held to strict account- 
ability to any consumer who buys the 
product in reliance on such repre- 
sentations and later suffers injury be 


against 


his loss.” 


cause the pre xluct proves to be defective 
or deleterious.” Yet the Ohio court 
did not specify what this defect in the 
did it 


also 


product was, nor consider 
whether the retailer warranted 
the product. Indeed, the concurring 
opinion of Judge Taft asked what 
express warranty was claimed to 
have been made by the defendant which 
the defendant allegedly breached! 


Ten months later the United States 
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cuit in the Arfons case,’ applying Ohio 
law, reversed an initial dismissal of 
the complaint based upon breach of 
warranty solely because the “rationale 
of the Rogers case is clear.” One Dale 
Arfons had been severely injured while 
working with a defendant's dynamite, 
which had a fuse manufactured by 
another defendant. 

However, the Ohio Supreme Court, 
on October 7, 1959, in Janko v. Roux 
Distributing Company,’ affirmed a lower 
court holding that the plaintiff con- 
sumer had failed to make out a case 
for the jury, that she had not relied 
upon any direct or express warranties 
as to quality in her purchase of hair 
color shampoo and, furthermore, that 
she had not, in fact, followed the ac- 
companying directions for use of the 
product. Indeed, neither the Rogers 
case nor the Arfons case destroyed in 
Ohio the privity of contract doctrine 
limiting the benefit of a warranty to 
the immediate purchaser, as exempl 
fied in 1953 in Wood v. General Electric 
Company.® Nevertheless, on the strength 
of some of the present-day standards 
of liability, it may well be said that 
today a manufacturer has become an 
insurer of the safety of his product 
under a “liability without fault” 
doctrine. When the tide of battle will 
turn depends upon an enlightened 
business attitude, ready and willing 
to stand firmly behind reasonable lia 
bility standards 


Liability upon Manufacturer, 
Distributor and Retailer 

After so brief a survey of the history 
of products liability, it is well to note 
the extent of the potential liability of 
the manufacturer, the distributor and 
the retailer by viewing a few selected 


negligence cases: 
In the Farley case,*® the manufac 
turer of a hair comb was held liable for 





Court of Appeals for the Second Cir- 


' Arfons v. DuPont, 8 Neciicence Cases 
(2d) 1353, 261 F. 2d 434 (CA-2, 1958). 

*CCH Foop Druc Cosmetic Law Reports 
§ 22,631, 162 N. E. 2d 124 (1959). 


*2 Necuicence Cases (2d) 141, 159 Ohio 
St. 273 (1953). 

*” Farley v. Edward E 
Mass. 230 (1930). 


Tower Company, 271 
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injuries to a patron of a beauty salon 
when the comb, which was being used 
on the patron’s hair, suddenly ignited 
due to its proximity to an electric 
dryer. A beauty supply dealer had 
sold the comb without any disclosure 
of its dangerous character. The Massa- 
chusetts court specifically held that even 
the dealer’s failure to warn the beauty 
salon (assuming the dealer discovered 
the defect) would not relieve the comb 
manufacturer from liability for negli 
gence in manufacture. 

On the other 
Shoe Stores applying Massa 
chusetts law in a court, the 
manufacturer of an allegedly defec- 
tive cement compound which caused 
the to adhere to the 
uppers was held not liable in negli 


hand, in the Karl's 
case,” 


federal 


S( yles ( of she eS 


gence to a California shoe retailer 
because the plaintiff retailer was a re 
mote purchaser to whom the manufac- 
turer owed no such duty of care. 

A distributor of a nationally sold 
product was held (on a breach of war 
ranty) liable to the patron of a beauty 
salon injured by the product, despite 
the utter lack of privity of contract 
between the distributor ad the in 
jured patron. In this case,‘* the Kansas 
court stated that the manufacturer 
was not doing business the 
state. Generally, under the “closed 
container” theory, there is no liability 
upon the distributor, who is a mere 
conduit for the sale of the product, 


within 


unless the distributor has made express 
warranties of his own or has marketed 
the product as his own, as in the 
Slavin case,’® where a can of peas con 
taining a stone (which the plaintiff 
bit and damaged his dental plate) was 
packed by a third party, but the de 
fendant had labeled the can with his 

™ Karl’s Shoe Stores v. United Shoe Machine 
Company, 6 Necuicence Cases (2d) 403, 145 
F. Supp. 376 (1956). 

"Graham v. Bottenfield’s, Ilnc., 3 Necti- 
GENCE Cases (2d) 801, CCH Foop Druc Cos- 
Metic Law Reports § 22,360, 176 Kan. 68 
(1954). 
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The retailer has a primary duty to 
safeguard the public. 
+ 


name as “distributor.” The New 
Jersey Supreme Court held the dis 
tributor after 
pointing out that a reasonable person 


liable in negligence, 
would have inferred that the defend 
ant was the packer and canner of the 
peas; furthermore, the defendant had 
induced the plaintiff to rely upon the 
defendant’s care in selecting a careful 
packer and canner. 


A retailer may also be liable, on the 


theory that a retailer is in a position 
to decrease the likelihood of injury 
by selecting dependable distributors or 


suppliers The Schneider case™ is 
illustrative: A 
tracted trichinosis after eating sausages 
sold by a retailer who knowingly 


Utah consumer con 


failed to process the sausages which 
his reputable supplier had distributed 
to him uncooked. The court found 
that the retailer had the primary duty 
to safeguard the public from the danger 
involved. 
the 
conduit for 
any, back to the supplier or, remotely, 
Yet in 


many cases it would be unjust to sub 


Implicit in the decision is 
the 
transmitting 


retailer as a 
liability, if 


recognition of 


even back to the hog raiser! 


ject a retailer to legal process simply 
in order to reach the negligent third 
party, for such negligent third parties 
can be insulated from access, and 
jurisdiction over them not always ob 
tained. Or a court hold that a 


retailer, against whom a $1,055 judg 


can 


ment was recovered for injuries caused 
by a piece of a prune pit in a sealed 
jar of prune butter, may not recover 
over against the manufacturer (see 


" Slavin v. Francis H. Leggett « 
114.N. J. L. 421 (1935). 
“Schneider v. Suhrman, 8 NEGLIGENCE 
Cases (2d) 767, CCH Foop Druc Cosmetic 
Law Reports § 22,555, 327 P. 2d 822 (1958) 


Company, 
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Courter v. Dilbert Brothers**). The 
court found no proof that the retailer 
had purchased the product from the 
manufacturer, so there could be no 
valid claim over on breach of war- 
ranty. Also, where the retailer is un- 
able to offer evidence to refute the 
manufacturer's proof of due care in 
its manufacturing process, the retailer 
cannot recover over on the theory of 
negligence. 


Liability Without Fault 


The ever-increasing volume of sales 
of consumer products during the past 
25 years has brought in its path per 
which 
courts have refused to decide in terms 
of traditional concepts of “fault.” <A 
minority of courts, having verified the 
plaintiff's injury from the use of the 
product, have held the manufacturer 
liable on a nonfault basis. “Liability 
without fault,” “absolute liability” and 
“insurer of the product” are terms 
which are being used frequently by 
plaintiff-conscious members of the 
bench and bar. The concept that fault 
should play a role in determining lia 


sonal injury problems some 


To some courts such 
Fletcher * all ovet 


absolute liability for 


bility is denied. 
cases are Kylands v 
that is, 

collecting, in an 


again 
uncommon manner, 
on one’s land, a dangerous substance 
which somehow “escapes” and results 
in injury to another. This absolute- 
liability dogma battered Cutter Labora 

tories, whose 1955 polio vaccine caused 
injury, though both the court and 
jury agreed there was no evidence of 
Cosmetic Law RE 

2d 935, 186 N. Y. S 


“CCH Foop Druc 
ports § 22,611, 19 Mis« 
2d 334 (1958) 

" Rylands 7 
(1868) 

" Phipps case, CCH Foop Druc Cosmetic 

AW Reports { 22,544; Gottsdanker case, 
“CH Foop Druc Cosmetic Law Reports 
| 22,543: Fitsgerald case, CCH Foop Druc 
Sosmetic LAw Reports § 22,575; Guidi case, 
‘CH Foop Druc Cosmetic Law Reports 

22,576: Kunkel case, CCH Foop Druc 

Cosmetic Law Reports § 22,577; Ellison case, 


Fletcher, L. R. 1 Exch. 265 
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negligence in manufacture of the 
vaccine.’ Liability without fault as 
a doctrine of our economic life is not 
necessary ; courts can induce the manu- 
facturer to make his product safer and 
even distribute the losses over society 
as a whole by insurance or by increased 
selling price without destroying “fault” 
A Texas court 
1S condemned 


concepts in our law, 
in the Klosterman 
the doctrine of “liability without fault” 
in these words: “What pressing rea 
sons clamor for adoption of the rule 
of liability without fault and the 
abandonment of the rule of negli 
opinion, 


case 


gence? In our there is no 
need for the rule of liability without 
fault. 
such a rule even in the case of Rylands 


v Fletcher 


In fact, there was no need for 


Sealed Containers 

The 
plies that the defendant retailer of 
wholesaler had no opportunity to in 


“sealed container’ concept im 


spect the product and, hence, should 
liable 
by use of that product by the purchaser 


not be for injuries occasioned 


Briefly, the defendant is a mere 
conduit for the sale of the product, 
and should not be liable in negligence 
warranty, as in the 


But Ryan 


or for breach of 
Burr” and Higbee * cases 
v. Progressive Grocery Stores,” a land 


mark New York held that a 


“dealer as well as manufacturer 


case, 
the 
or grower affirms as to anything he 
sells, if purchased by description, that 
The 


it is of merchantable quality. 


Cosmetic Law Reports 
Ct., Alameda ( ty., 


DrucG 
(Calif. Super 


CCH Foop 
q 22,578 
1958) 

- Houston Geophysical Com 
Cases (2d) 999, 315 


Klosterman 7 
8 NEGLIGENCI 
2d 664 (1958) 
Sherwin Wiliams 
Cases (2d) 647, 42 Cal 


pany 
S. W 

“ Burr 7 
NEGLIGENC! 
(1954) 

* Higbee v. Giant Food Shopping Center, 
106 F. Supp. 586 (1952) 

™ Ryan Progressive Grocery Stores 


N. Y. 388 (1931) 


Company, 3 
2d 862 


255 
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burden may be heavy. It is one of the 
hazards of the business.” 


Res Ipsa Loquitur 


Res ipsa loquitur is another doctrine 
especially important in products lia- 
bility law. Where a product is fully 
within the control of the defendant, 
whether a manufacturer, distributor 
or retailer, a presumption of negli- 
gence the effect that “the 
thing speaks for itself,” and the bur 
den of proof of nonnegligence shifts 
to the defendant who has control of 
Res ipsa loquitur has 
(1) The injury must 


arises to 


the product. 
three requisites : 
be of a type which does not ordinarily 
occur without negligence on the part 
of the defendant, (2) the product was 
sufficiently in the control of the de 
fendant at the time the defect in the 
product arose and (3) the injury was 
not due to any conduct, on the part 
of the injured which would 
have made that injured person singu 
Thus, 


person, 


larly responsible for *he injury 
evidence of tamperin, with the prod 
uct after it was out of the defendant's 
control would negate res ipsa loquitur 
The Wallace case,** on the steam vapor 
izer, is in point here: The plaintiff, 
then a seven-week-old infant, was 
suffering from a cold, and the attend 
ing physician recommended the use 
of a steam vaporizer manufactured by 
the defendant. This vaporizer was 
purchased locally by a neighbor and 
borrowed by the plaintiff's parents. 
It was left unattended by the plain 
tiff's mother for a short time beside 
the plaintiff’s crib, there was an explo- 
sion, and the infant plaintiff was badly 
scalded by the steam. Judgment for 
the manufacturer was affirmed on ap 
peal because (1) the vaporizer was 


not under the manufacturer’s exclu 


"Wallace v. Knapp-Monarch Company, 5 
Necuicence Cases (2d) 1322, 234 F. 2d 853 
(CA-8, 1957). 
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sive control at the time the defect may 
have arisen and (2) there 
proof of any inherent defect in the 
defendant’s vaporizer nor, according 
to defendant’s physicist, could such a 
vaporizer explode. The Wallace case 
is also interesting in that the federal 
court refused to extend the implied 
warranty of merchantability to in 
clude the donee of a purchaser. Res 
ipsa loquitur is also well illustrated in 
all the exploding-bottle and foreign 


Was no 


substance cases. 


Proximate Cause 

Decisive in warranty cases and es 
sential in negligence cases is proxi 
mate cause—that is, 
in time and effect to the given injury 
The smog-cancer like Haqy 
and Reynolds Metals,** provide appro 
In the Hagy case a 


the cause nearest 
Cases, 


priate examples. 
husband and wife were passing by the 
Allied Chemical plant in Richmond, 
Califoria, when they were allegedly 
overcome by sulfurous fumes emitted 
from the plant. The wife’s dormant 
cancer of the larynx was exacerbated, 
and the husband’s pre-existing heart 
condition was aggravated, allegedly 
due to the injurious fumes or smog 
Recovery of $25,000 and $5,000, re 
spectively, permitted 
Allied Chemical had failed to 
that the injuries would not have re 
sulted had another act, not of Allied’s 
occurred; the proximate 
cause thus shown, for 
evidence of a medical possibility taken 


was because 


prov S 


doing, not 
was “expert 


with other evidence of a non-expert 
character may be sufficient to support 
an inference of a medical probability.” 
Thus, an inference upon an inference 
was upheld as proximate cause by the 
California court in finding a causal 
relationship between the trauma and 


the development of the injurious con 


* Hagy v. Allied Chemical & Dye Company, 
3 Neciicence Cases (2d) 307, 122 Cal. App 
2d 361 (1953). 

* Reynolds Metals Company 


v. Yturbide, 
8 Neciicence Cases (2d) 476, 258 F 


2d 321 
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dition. In the Reynolds Metals case a 
federal court in Oregon found that the 
defendant’s aluminum reduction process 
negligently permitted fluoride ma- 
terial to reach the atmosphere, and 
was the proximate cause of the poison- 
ing of the plaintiff and his wife, who 
had eaten their home-grown 
vegtables contaminated by the fluorides 
in the air. Despite evidence of the 
precautions taken by the defendant, 
the court held that the defendant 
should have known of the “dangers that 
lurk in its processes and products.” 


own 


Privity of Contract 

Privity of contract had its origin in 
face-to-face bargaining among com- 
mercial dealers or merchants; no as- 
surances could go forward to unknown 
purchasers or remote users of a prod- 
uct. Judge Cardozo’s famous “assault 
upon the citadel of privity” is little 
more than a realization that in the 
modern business world products are 
sold to remote users not seen by the 
manufacturer. Since a warranty would 
only run to the immediate party to the 
transaction, courts commenced to en- 
graft upon the principle such exceptions 
as “agency,” “third party beneficiary” 
and even “liability without fault.” In 
other words, the immediate vendor 
became the “agent” of the remote 
manufacturer, or the consumer became 
the “third party beneficiary” of the 
sales contract between the manufac 
turer and the immediate vendor. In 
1958, in the State of Michigan, in the 
Spence case,” Judge John D. Voelker 
(perhaps better known as_ Robert 
Traver, author of the novel Anatomy 
of a Murder) declared that Michigan 
had abandoned the privity-of-contract 
doctrine. In this case, suit was brought 


Ma- 


* Spence v. Three Rivers Builders & 
somry Supply, Inc., 8 Neciicence Cases (2d) 
$57, 353 Mich. 120 (1958). 

wens, 
Reports { 22,604, 12 Misc. 2d 
883, 178 N. Y. S. 2d 407 (1958). 


CCH Foop Druc 


2 Greenberg v I 
Cosmetic Law 
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against the manufacturer of cinder 
blocks used in building a 
The blocks (only a few months after 
the cottage was built) began to crack, 
Judge Voelker 
dismissed the argument that the plain 
tiff cottage lacked privity of 
contract with the manufacturer, and 
refused “to embrace the whole dreary 
legal apparatus and rhetoric so long 
employed” or “to be saddled with 
such a doctrine and its hair-splitting 
exceptions.” Judge Voelker observed 
that “the modern trend 
permit recovery by remote vendees 
against the manufacturer whether the 
action sound in negligence or implied 


cottage 


chip, and even explode. 


owner 


is to 


warranty, or both.” 


\ striking assault upon privity of 
contract is seen in the Greenberg case 
in New York.” A father purchased a 
can of salmon from the defendant re 
tailer, that night his daughter 
broke her tooth on a piece of metal 
embedded The lower 
court allowed recovery to both father 


and 
in the salmon. 


and daughter, regardless of lack of 
privity of contract between the daugh 
ter and the retailer, thereby extending 
the protection of the warranty beyond 
the immediate purchaser to members 
of his household. On appeal, however, 
the decision was reversed insofar as 
the 
cerned because of lack of privity of 
The Conklin case,** hold 
ing that the injured person, who had 


daughter's recovery was con- 


contract.*' 


not paid the bill for the food served, 
was still entitled to recovery upon an 
“agency relationship” between paying 
and nonpaying patrons, is an example 
of contract law’s being extended so 
as to do justice in the given situation 
In the Parish case * the consumer and 
her two daughters ate unwholesome 

*CCH Foop Druc Cosmetic Law Re- 
ports { 22,638, 7 App. Div. 2d 968 (1959) 

* Conklin v. Hotel Waldorf-Astoria, 5 Misc 
2d 496, 161 N. Y. S. 2d 205 (1957) 

* Parish v. Great Atlantic Pacific Tea 
Company, 13 Misc. 2d 33, 177 N. Y. S. 2d 
7 (1958). 
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jelly, resulting in certain injuries; the 
retailer successfully dismissed the 
negligence count upon proof of proper 
handling of the product from the time 
of its receipt to the time of sale, but 
upon the warranty count the court 
ignored the Jack of contractual rela- 
tionship between the infant daughters 
and the defendant retailer by cailing 
the “bugaboo, 


historically 


privity requirement 


unsound should be 
permanently discarded.” The elimi 
nation of the privity requirement may, 
indeed, foster rash litigation, for every 
consumer who has been even slightly 

"While it is 
doctrine of privity of contract has been strictly 
upheld, there are decisions in the following 19 


problematical whether the 


states, nevertheless, indicating such a view 
Alabama Chero-Cola Bottling 
Company v. Clark, 205 Ala. 678, 89 So. 64 
(1925) (no recent cases found); Arkansas 
cf. Alma Canning Company v. Rorie, CCH 
Foop Druc Cosmetic Law Reports § 22,200, 
216 Ark. 44, 226 S. W. 2d 64 (1950); Con 
necticut—Duart v. Axton-Cross Company 
CCH Foop Druc Cosmetic LAw Reports 
q{ 22,386, 19 Conn Supp 188, 110 A. 2d 647 
(1954), and Russell v. Sessions Clock Com 
pany, 5 Necuicence Cases (2d) 147, 116 A 
2d 575 (1954); Colorado—cf. White v. Rose, 
CCH Foop Druc Cosmetic LAw Reports 
q 22,472, 241 F. 2d 94 (CA-10, 1957); Dela 
ware—McLachlan v. Wilmington Dry Goods 
Company, 22 A. 2d 851 (1941); D. C 
Brennan v. Shepherd Park Pharmacy, Inc 
CCH Foop Druc Cosmetic LAw Reports 
q 22.532. 7 Nectuicence Cases (2d) 1127, 138 
A. 2d 494 (1958); Indiana—cf. Ein v. Good 
year Tire & Rubber Company, 17 AuToMoBILI 
Cases (2d) 977, 173 F 497 (DC Ind., 
1959): Kentucky—cf. Fishman v. Dukes, 310 
Ky. 638 (1951), and Craddock Canning « 
Preserve Company v. Porter ( CCH 
Foop Druc Cosmetic Law Reports § 22,190, 
84 F. Supp. 705 (DC Ky., 1949); Maryland 
Poplar v. Hochschild, Kohn Company, 180 
Md. 389 (1942), and Atwell v. Pepsi Cola 
Bottling Company, 9 Necticence Cases (2d) 
1091, CCH Foop Druc Cosmetic Law Rt 
ports § 22,608 (Mun. Ct. of App, D. C 
1959): Massachusetts—Fiynn v. Bedell Com 
pany, 242 Mass. 450 (1922); Montana—Lar- 
son v. United States Rubber Company, 8 
Necuicence Cases (2d) 1053, 163 F. Supp 
327 (DC Mont., 1958); Nevada—cf. Under 
Anciaux, 19 Necuicence Cases 138, 
Fooo Dri Cosmetic LAW REpPorTs 
226, 226 Pac. 2d 794 (1951); 


Birmingham 


Supp 
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discomforted by a product could bring 
a warranty action against anyone 
who took part in the manufacture, 
distribution or sale of the product, 
and the burden of proof would fall 
upon the defendant with respect to a 
duty which justice does not require. 

New York Massa 
chusetts, New Hampshire, New Jersey, 
Maryland and about 15 other states 


together with 


have steadfastly refused to forsake 
the legal principle that “fault” and/or 
privity of contract are essential to a 
Chysky,™ 


as examples 


cause of action.” (See 
Zam pino ** and Giminez 
New Hampshire—Haszelton v. First Nationa 
Stores, 88 N. H. 410; New Jersey Stave 
Giant Food Arcade, 125 N. J. L. 512 (1940); 
Miller v. Hand Ford Sales, In 17 
Cases (2d) 402, 340 P. 2d 181 
Pennsylvania—Dillon v. William S 
Scull Company, 16 Necuicence Cases 837, 
CCH Foop Druc Cosmetic LAw Reports 
{ 22,168, 164 Pa. Super. 365 (1949), and Loch 
v. Confair, d. b. a. Confatr’s Beverage Com 
pany, 16 NEGLIGENCE ( CCH Foop 
Druc Cosmetic Law Reports § 22,160, 361 
Pa. 158 (1949): Rhode Island—Russo 17 
Merck & Company, 138 F. Supp. 147 (D¢ 
R. I., 1956), Wolf v. S. H. Wimtman ( 
pany, 7 Necuicence Cases (2d) 1350, CCH 
Foop Druc Cosmetic Law Reports § 22 
139 A. 2d 84 (1958), and Lombardi v. Cali 
fornia Packing Sales Company, CCH Foop 
Druc Cosmetic Law Reports § 22,403, 112 
\. 2d 701 (1953): Schneider + 
Suhrman, cited at f r 14, 
Grand Central Market ¢., 9 NEGLIGENC! 
Cases (2d) 865, CCH op Druc CosmeTn 
Law Reports § 22,597, 337 P. 2d 424 (1959), 
and Bennett v. Pilot Products Company, In 
19 Necucence Cases 949, CCH Foop Dru 
Cosmetic LAw Reports § 22,262, 130 Utah 
$75 (1951); Wisconsin—Prinsen v. Russos 
149 Wis. 142, and Cohan v. Associated Fur 
Farms, 1 Necuicence Cases (2d) 265, 261 
Wis. 584 (1952) 

" Chysky Drake Brothers, 235 N. Y. 466 
(1923) 


*Zampino v. Colgate-Palmolive 
et al, CCH Foop Druc Cosmetic Law Ri 
ports § 22,559, 10 Misc. 2d 686, 173 N. Y. S 
2d 117 1 otl 
CCH Foop Druc Cosmetic Law 
{ 22,619, 8 App. Div. 2d 304, 187 N 
2d 25 (1959) 


Oregon 
\ UTOMOBILI 
( 1959): 


ases 535 


Niemann 7 


Company 


(1958), rev'd on ther grounds 
REPoRTS 


7. 2 
Tea ( 


Gimines v. Great A ym pany, 


264 N. Y. 390 (1934) 
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of New York On the other 
hand, it appears that the strict privity 
doctrine has been rejected “ by courts 
in California, Kansas, Oklahoma, 
Texas, Illinois, Louisiana, Mississippi, 
Washington, lowa, 


cases.) 


Pennsylvania, 
Michigan, Tennessee and about seven 
other states 


Property Damages 

Products liability is also concerned 
with property damage resulting from 
the use of the product, although tradi- 
tionally the same rules of liability for 
personal injuries were not extended to 


property damages (see the Losee 
case **), 

* Similarly, while it is problematical whether 
contract has been 


the doctrine of privity of 


unequivocally denied, there are decisions in 
the following 19 states, neve rthe less, ind ating 
A rizon: 
California—Peterson 7 
pany, 10 NecLicence ( 
2d 261 (1959); 
Packing Company, 11 
154 Fla. 872 (1944), 
Botthng Company 7 Todd, 7 NEGLIGENCE 
Cases (2d) 1407, CCH Foop Druc Cosmeti 
Law Reports § 22,534, 101 So. 2d 34 (1958); 
Georgia—by an act of the 1957: 
Lindroth v. Walgreen Company, 407 
I. 121 (1950), and Partargias v. Coca-Cola 
Bottling Company, 332 Ill. App. 117, 74 N. E 
162 (1947): lowa—Davis v. Van Camp Pack 
ing Company, 189 lowa 775 (1926); Kensas 
Nichols v. Nold, CCH Foop Druc Cosmetic 
Law Reports § 22,326, 174 Kan. 613 (1953), 
Ward Company, 
(2d) 460, 264 F. 2d 495 
Cernes v. Pittsburgh 
8 NEGLIGENCE 
258 (1958); 


no recent cases found; 
Rubber Com 
(2d) 155, 343 P 
Florida—Blanton v. Cudahy 
Necucence Cases 273, 
Miami ¢ 


such a view 
Laml 


ASES 


and oca-Cola 


legislature, 


Illinois 


Burgess 7 Montgomery 
Q NEGLIGENCE ( 
(CA-10, 1959), and 
Coca-Cola Bottling ompany 

Cases (2d) 1474, 332 P. 2d 
Louisiana—Doyle Fuerst & Kraener, 129 
La. 838 (1913), Arnaud’s Restaurant v. Cot 
ter. 3 Necuicence Cases (2d) 768, 212 F. 2d 
883 (DC La. 1954), and Le Blanc v. Louis: 
ana Coca-Cola Bottling Company, 1 Necu 
cence Cases (2d) 388, 60 So. 2d 873 (1953); 
Michigan—S pence v. Three Rivers Builders & 
Masonry Supply Company, cited at footnote 
25, Bahiman v. Hudson Motor Company, 290 
Mich. 683 (1939), and Kaufman v. Katz, 97 
N. W. 2d 56 (1959); Minnesota—Pietrus 
-» J. R. Watkins Company, 229 Minn. 179 
(1949). and Bekkvold v. Potts, 173 Minn. 
87 (1927), and cf. Nelson v. Anderson, 5 
Necuicence Cases (2d) 382, 72 


ASES 


N. W. 2d 


861 (1956); 
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The Genessee County case * depicts 
the present-day rule: The manufac- 
turer of a waterproofing paint was 
held liable to a farm 


barn and contents were destroyed by 


owner whose 
a fire caused by an explosion of the 
paint material the paint 
being applied by a contractor 


while was 
con 
structing a water tank in the plain- 


tiff’s barn 


Warranties 
“Warranties” 
obligations of 


may be defined as 
the that 
acterize the product. In an action for 


seller char 
breach of warranty the buyer must 
prove (1) existence of the warranty, 


(2) breach of the warranty, (3) re 


Biederharm Candy 
184 Miss. 721 (1939), 
Henry Lee v. Coca-Cola Bottling 
Greenwood, Inc., 9 NEGLIGENCE 
456, 109 So. 2d 555 (1959): 
Truck Lines 
317 S. W. 2d 
Game Company VU 
Milling Company, 320 S. W 
(1959): North Carolina—/ one 
Mills, 9 NecuGEeNct 
and Rabb v 
and cl 
112 S. | 


Mississippi- 
Company v. Moore 
and cf 
Works 
Cases (2d) 
Missouri— entral « 
v. Westfall GM( 
841 (1958), and 
M.F.A 


Southern 
Truck, Inc 
Midwe st 


7 5 cr 
Cases (2d) 1192 (N.C.), 
Covington, 215 N. C. 572 (1932) 
Adams v. Great A. & P 

2d 9? r 1960) : Oh 
Home Permanent ( 
6, and Markovich 7 
8 NEGLIGENCE 
181 (1958), 
Company, 
Le nard 
Griffin v 


Tea Company, 
yers v. Tomi 
mpany, cited at footnote 
McKesson Robbins, 
Cases (2d) 246, 149 N. E. 2d 
and cf. Wood v. General Electru 
cited at footnote 9, and Welsh 7 
167 Ohio St. 57 (1957): 
196 Okla. 484 (1945). and 
cf. Abbott Peppers, 157 Okla. 300 (1936), 
and Soter v. Griesedieck Western 
Company, 200 Okla. 302 (1948); Tennessee 
Boyd v. Coca-Cola Bottling Company, 132 
Tenn. 23, and Burkett v. Studebaker 
facturing Company, 126 Tenn. 472 
Decker & Sons v. ¢ 164 S. W 
(1942), and Campbell Soup ( 
Ryan, 10 Necuicence C 
S. W. 2d 821 


Virginia 


Oklahoma 
Isbury, 


Prewery 


Vanu 
Texas 
2d 828 


ompany 1% 


rhh> 
Ipps 


(2d) 323, 328 
App., 1959); 

Wells, 10 
1) 1, 110 S. E. 2d 203 
Washington—Masetti 7 irmour <« 
Company, 75 Wash. 622 (1912), and Smith 
v. Frontier, Inc., 337 P. 2d 299 (1959) 

at Losee v. ¢ lute, 51 N é 494 (1873) 

* Genessee County Patrons Fire Relief As 
Sonneborn Sons, Inc., 263 N.Y. 


ASES 


(Tex t. of Civ 


{ 
Smut « Company 7% 
NEGLIGENCE aX 


CASES ( 
(1959); 


sociation v. I 
463 (1934) 
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liance upon it by the buyer, (4) 
breach of the warranty as the proxi- 
mate cause of the loss sustained and 
(5) loss or injury in fact sustained. 
Warranties either are expressly stated 
or are implied from the nature of the 
contract and/or imposed by public 
policy; but warranties are not con- 
fined to sales, for warranties arise in 
bailment, leases, and other commer- 


The Welch case," 


cial relationships. 


involving a cholera vaccine which al- 
legedly caused the death of the plaintiff's 
hogs, declared that a drug wholesaler’s 
requested opinion of the vaccine’s ef 


fectiveness did not give rise to a war 
ranty; furthermore, the instructions 
enclosed with the vaccine expressly 
denied any warranty. Express war 
ranties of description and of sample 
are, under the Uniform Sales Act in 
37 states, deemed to be only implied 
warranties, but obviously other war 
ranties can stand when expressly 
made. Under the Uniform Commer 
cial Code in Massachusetts, Kentucky, 
New Hampshire and 
* warranties of sample 


Connecticut, 

Pennsylvania, 
and of description are made express 
warranties. The importance of the 
distinction between express and im- 
(1) If 
an express warranty, no variation or 
modification of its terms is permitted 
under the statute of frauds, the paro! 

evidence rule, or extrinsic aids to dis- 
covery and (2) if a disclaimer of lia- 
bility is stated, the disclaimer generally 


plied warranties is twofold: 


is valid only against implied, not ex 


press, Warranties. 


"Welch Veterinary Supply Company 7 
Martin, 313 S. W. 2d 111 (1958). 

*=The Uniform Commercial Code was 
adopted in Pennsylvania, effective July 1, 
1954; in Massachusetts, effective Octcber 1, 
1958; in Kentucky, effective July 1, 1960; in 
Connecticut, effective October 1, 1961; and 
in New Hampshire, effective July 1, 1961 
According to 15 Business Lawyer 372 (Janu- 
ary, 1960): “In no than twenty states 
serious steps of one kind or another looking 
introduction of the Uniform Com- 
Code and hoped for enactment are 


less 


toward 
mercial 
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The implied warranty of quality 
embraces both the warranty of mer- 
chantability and the warranty of fitness 
for particular purpose. ‘“Merchanta- 
bility” is defined as fair, 
quality; a merchantable product is 
adequately contained, packaged and 
labeled. In the Taylor case * the Su 
preme Judicial Court of Massachusetts 
characterized the implied warranty of 
merchantability, falling upon even a 
retailer, “as no wider than reasonably 
suitable for the ordinary purposes for 
which goods of that description are 
sold when used in with 
reasonable, intelligible, and adequate 
warnings and instructions known, or 
which should have been known to the 
purchaser.” Here the purchaser had 
disregarded the hair tint manufac 
turer's instructions regarding the 
patch or skin test for hypersensitivity, 
which test must be made 24 hours be 
fore each application of the product 
Thus, the allergic reaction suffered 
by the plaintiff was not compensable. 
The New York the Lewis 


case *° dismissed the consumer’s com 


average 


accordance 


court in 


plaint of injuries due to a bone in fish, 
upon the ground that the bone was 
the fish and, hence, 

unwholesome, 


native to not 
deleterious, 
human consumption nor unmerchant 
able. The New York Appellate Divi 
sion, Third Department, in Zampino 
v. Colgate-Palmolive,“ construed mer 
chantability in these terms: “It was 
incumbent upon the plaintiff to estab 
lish that the ingredient was in some 
The mere listing 


unfit for 


way ‘harmful’. . 


being taken. The states in which this activity 
is taking include Arizona, Arkansas, 
California, Georgia, Idaho, Illinois, Indiana, 
Maine, Mississippi, New Jersey, New Mexico, 
North Carolina, Ohio, Oklahoma, Oregon, 
Rhode Island, Vermont, Washington, Wis 
consin and Wyoming.” 

” Taylor v. Jacobson, 7 NEGLIGENCE 
(2d) 1237, 147 N. E. 2d 770 (1958). 

“Lewis v. Co-operative P. & C. 
Foods, Inc. (N. Y. S. Ct., Oswego Cty., 
19, 1959). 


“ 


place 


CASES 


Family 


July 


Cited at footnote 32 
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of some ingredient in and of itself 
[does not] constitute a basis for 
an action in warranty.” 

The implied warranty of fitness for 
particular purpose presupposes that the 
seller knows the particular purpose 
for which the purchaser bought the 
product and that the purchaser relies 
upon the seller’s skill and judgment 
to supply him with that very product. 
Thus, a seller is obligated to supply a 
product reasonably fit for the purpose 
him. The famous 


cases in 1955, 


made known to 
Cutter Laboratories 
which resulted in lower-court jury 
verdicts totaling more than a quarter- 
million dollars, produced an unusual 
written explanation attached to the 
jury verdicts, to wit: Cutter was ab- 
solved from any liability for negli- 
gence in the manufacture of polio 
vaccine, but was assessed damages in 
favor of the plaintiffs on the basis of 
breach of implied warranty of fitness 
for a particular purpose: “We have 
no alternative but to conclude that 
Cutter Laboratories came to market 
a lot of vaccine which when given to 
plaintiffs caused them to come down 
with poliomyelitis.” Thus, “lability 
without fault” was applied, for if the 
only test left to the jury is whether 
the product caused the injury, it is no 
defense for the manufacturer that the 
user of the product was unusually 


susceptible or allergic to the product 


or that (after all known scientific 
tests with the product had been made) 
unforeseen or unsuspected side-effects 
resulted. Under this principle, one 
is held to warrant the unknown; the 
alleged defect in the polio vaccine was 
not visible nor discoverable by any 
known or then-discoverable inspec- 
tion or test. Also, the judge’s charge 
to the Cutter jury, it is submitted, er- 
roneously eliminated the privity-of- 
contract requirement, since otherwise 
the implied warranty would not run 
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to the plaintiffs, who were not parties 
to the contractual relationship between 
the vaccine manufacturer, the National 
Foundation for Infantile Paralysis or 
the local physician who administered 
the vaccine. Under California statute 
a “sale of goods” (between doctor and 
plaintiff), it is argued, is a requisite 
to an action a manufacturer 
for damages for breach of warranty ; 
the same requirement is found in Sec 
tion 69(1b) of the Uniform Sales Act 


against 


in 37 states 


Problem Areas 


The problem areas of warranties 
are myriad, but consideration of sev- 
eral aspects here will suffice. In every 
action for breach of warranty there 
must be (1) 
2) reliance, (3) breach, (4) causation 
and Under statute in 
many states the prospective plaintiff 
must give formal notice of the alleged 
breach of warranty within a reasonable 
time after he knows, or should have 
known, of the breach. In the Arata 
case ** the California District Court 
of Appeals held that no breach of 
warranty can stand where the plain 
tiff failed to give such notice pursuant 
to Section 1769 of the California Civil 
Code; mere filing of suit was not ade 
quate, because the giving of notice 
must be pleaded and must relate to 
a time prior to the filing of the suit 


shown representation, 


(5) injury. 


If a buyer purchases the product by 
its patent, trade or brand name, no im 
plied warranty of fitness for particular 
purpose can arise, since the buyer 
was not relying upon the seller’s skill 
and judgment, but upon his own skill 
and judgment in selecting the brand 
name product to fit his own needs. 
Section 15(4) of the Uniform Sales 
Act so states. However, purchase by 
patent, trade or brand name does not 
exclude the implied warranty of mer- 
chantability, as Judge Cardozo pointed 








“ Cases cited at footnote 17. 


* Arata v. Tonegato, 314 P. 2d 130 ( 1957). 
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out in the Ryan case.** Yet occasion- 
ally a court will endeavor to blend 
the two warranties, perhaps in the 
guise of doing justice: In the Brennan 
case ** the Municipal Court of Appeals 
for the District of Columbia deter- 
mined that the implied warranty of 
merchantability “is the equivalent of 
a warranty of fitness.” 

and 


Inconsistency between express 


implied warranties is to be expected. In° 


the event of conflict, the intention of 
the parties determines which war 
ranty is dominant; the Uniform Com 
mercial Code has set up three rules: 
(1) Exact or technical specifications 
prevail over inconsistent general lan 
guage of description, (2) a sample 
prevails over inconsistent general 
language of description and (, 
press warranties prevail over implied 
warranties except for an implied war 
ranty of fitness for particular purpose. 


e 
> 
>) @x 


are 
the 


belief that warranties 


to sales relationships, 


In the 
confined 
act of “serving for value of food or 
drink” has been held by a minority of 
courts not to give rise to warranties. 
Explicit statutes labeling the service 
of food or drink to be a were 
necessary in many states, including 
216lc, General 


“sale” 


Connecticut (Section 
Statutes 1953) and Maryland (Article 
83, Section 94(1) of the code), in 
order to end this outmoded and in- 
defensible rule. However, in con 
taminated blood-plasma injuries such 
as in the Perlmutter case*®, the act of 
administering the blood transfusion 
constituted a “service” rather than a 
“sale,” and hence no warranty attached 
to the blood-plasma product. It is 
said that concepts of purchase and 
sale cannot separately be attached to 
healing materials such as medicines, 
drugs and blood supplied by a hospital 
for a price as part of the medical sery 


“Ryan v. Progressive Grocery Stores, cited 


at footnote 21. 


“Brennan v. Shepherd Park Pharmacy, 


cited at footnote 30. 
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ice it offers. A processor of blood is 
also free of warranty liability, and the 
injured patient cannot sue upon war- 
ranty. The Perlmutter result was codi 
fied in California in Section 1623 of 
the California Health and Safety 
Code, thereby expressly protecting 
processors and distributors of blood 
and blood products. In summary, it 
can be argued that the finding of a 
is unnecessary because neither 
15 of the Uniform Sales Act 
nor Sections 2-314 or 2-315 of the 


Uniform Commercial Code preclude 


“sale” 
Section 


the imposition of warranties in other 
contexts. 

The benefits of a warranty are avail 
able only to the immediate purchaser 
who is in privity with the seller. The 
purchaser's spouse, children, employees, 
and others in close relation to him are 
outside the protection of such a war 
Courts have implied the ex 
“agency” and “third-party 


ranty 
istence of an 
beneficiary” doctrine in order to cit 
cumvent the 
such nonpurchasers injured b 
The 


been an extension of warranties by 


discrimination against 
y the 


use of the product result has 


statute, such as Section 2-318 of the 
Uniform Commercial Code, which ex 
the 
person who ts in the family or house 
hold of his buyer, or who is a guest 
in his home, if it is reasonable to ex 


tends warranty to “any natural 


pect that such person may use, con 
sume or be affected by the goods, and 
who is injured in person by breach of 
The New York Law 


Re : ; OS ¢ 
xevision Commission in 1958 recom 


the warranty.” 
mended extension of warranties to 
employees of the buyer ; however, if the 
beneficiary of the warranty has ex 
amined the product, there is no im 
plied warranty as to him with respect 
to defects which examination ought 
both the 


to have revealed.**7 But in 


“ Perlmutter v. Beth David Hospital, 308 
N. Y. 100 (1954) 

“Note Gianzer 7 
(1922) 


Shepard, 233 N y 236 
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Zampino * and Greenberg * cases the 
New York courts refused to extend 
the warranty to the plaintiff's husband 
and daughter, respectively. Ohio, 
despite the Rogers * and Markovich™ 
cases, has not repudiated the Wood 
case,** which denied the remote pur- 
chaser of an allegedly defective electric 
blanket the benefits of an extended 
warranty; not only had this product 
started a fire, but it had burned down 
the plaintiff's building! 


It would appear that contributory 
negligence is not an appropriate defense 
to an action for breach of warranty. be- 
cause a tort defense is not compatible 
cause of action. In 
where the plaintiff 
bit into’a wire imbedded in a candy 
bar, New York Municipal Court 
Justice Mangan charged the jury that 
“the 
gence does not enter into the theory 
involved in this [breach of 
On the other 

’ involving 


case, 


with a contract 
the Lardaro case, 


question of contributory negli- 


of law 
warranty] action.” 
hand, in the Natal. 
injuries from 
the Appellate Division refused recov- 
ery on the ground of breach of war- 
because 


a bursting soda bottle, 


ranty of merchantability 
careless handling of the bottle by the 
plaintiff the time it was 


bought and the time of the accident 


between 


was an essential cause of the injuries. 
In this case a $200,000 judgment was 
reversed because the defense of con 
tributory negligence was appropriate.” 


The fact that the “liability without 
fault” doctrine has been frequently 
imposed upon the contract theory of 


“Zampino v. Colgate-Palmolive Company 
et al., cited at footnote 32. 

“Greenberg v. I 
(1959). 

* Rogers v. Toni Home 
pany, cited at footnote 6 

" Markovich v. McKesson & 
Necuicence Cases (2d) 246, 149 N. 
(1958). 

= Wood 2 


at footnote 9 


App. Div. 2d 968 


went, / 


Permanen: Com 


Robbins, 8 
Electric cited 


General Company 
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implied warranty has prompted many 
sellers to “contract out” of this kind 
of blind liability by means of express 
disclaimers. A disclaimer in strong 
and specific language would be incon 
sistent with the warranty and, there 
fore, would bar recovery on breach 
of such warranty. In the Vandiver 
the Kentucky court upheld an 
liability for 


case *° 

express disclaimer of 
mechanical failure of an air compres 
sor. However, in the Burr case ™ the 
California held the following 
disclaimer to be inadequate to bar 


court 


recovery for damages due to an in 
“Seller makes no 
warranty of any kind, express or im 


secticide spray: 
plied, concerning the use of this prod 
uct. Buyer assumes all risk in use 
or handling, whether in accordance 
with But if this 
disclaimer had specifically referred to 


directions or not.” 


impurities in the spray, there is a like 
lihood that the California court would 
have upheld the disclaimer. A dis 
disclaim an 
the 
integrates his contract and disclaims 
therein’ the the 
warranty. Obviously, an unconscion- 
vitiated. 
Section 2-719(3) of the Uniform Com 
mercial Code curiously provides that 


claimer cannot express 


warranty generally unless seller 


existence of express 


able disclaimer would be 


“limitations of consequential damage 
for injury to the person in the case of 


consumer goods is prima facie uncon- 
scionable 7 
The 


claimer to be valid is actual notice of 


important requisite of a dis 


the disclaimer reaching the buyer, that 
is, the purchaser must be adequately 

“ Lardaro M B S Cigar Corporation, 10 
Misc. 2d 873, 177 N. Y. S. 2d 6 (1958) 

* Natale v. Pepsi-Cola Company, CCH Foop 
Druc Cosmetic Law Reports § 22,589, 7 App 
Div. 2d 282, 182 N. Y. S. 2d 404 (1959) 

“See also Nelson v. Anderson, 5 Necui 
382, 245 Minn. 445 (1955) 

B. Wilson Company, 244 


Cases (2d) 
andiver v. B 
Ky. 601 (1932) 

* Burr Sherwin U 
NEGLIGENCE ( (2d) 647, 


(1954) 


GENCE 
“yy 


iliams ( 


42 Cal 


om pany 3 


ASES 2d 682 
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informed of the risk, and the pur- 
chaser must have elected to assume 
that risk. Disclaimers can profitably 
be attached to the labeling of a prod- 
uct, for example, by wholesalers and 
retailers, who sell the product in 
sealed containers and without oppor- 
In the auto- 
disclaimer 


tunity for inspection. 
mobile industry a 
contained in the manufacturer’s stand- 
ard warranty, to the effect that all 
liability is disclaimed other than the 
obligation to supply replacement 
parts within 90 days or 4,000 miles, at 
of the manufacturer. 


1S 


the discretion 


In the Shafer case ** the federal court 
upheld such a disclaimer: “There is 
no rule of public policy which invali- 
dates provisions limiting liability for 


negiigence or otherwise, as between 
the buyer and the seller. The buyer 
is under no compulsion to buy from 
the seller, and if the buyer desires to 
buy from the seller, the buyer has a 
choice of accepting the seller’s terms 
or going elsewhere.”” There has been 
advanced the idea of disclaimer stat- 
utes, modeled upon (1) wrongful death 
actions in the various states, which 
place a statutory limitation on recov- 
eries ranging from $7,500 to $25,000; 
(2) the limited liability of air carriers 
for death or personal injuries arising in 
international flights, that is, $8,291.87; 
or (3) the admiralty limitation of lia- 
bility arising in the course of a single 
voyage, such as the $600 per gross ton 
of the ship’s weight, for which maxti- 
mum the owner of a seagoing vessel 
can liable in meeting claims for 
personal injury and death. These 
suggested bases of disclaimer statutes 
at least afford some to in- 
jured persons, while at the same time 
they make the seller’s risk reasonably 
calculable; on the other hand, any 
form of limited liability may be unfair 
to plaintiffs with serious compensa- 
Indeed, “a person may 


be 


recovery 


ble injuries. 
® Shafer v. Reo Motors, Inc., 2 NeGLicENCcE 
Cases (2d) 438, 205 F. 2d 685 (CA-3, 1953) 
* Hall v. Sinclair Refining Company, 89 


FOOD DRUG COSMETIK 


LAW JOURNAL—JULY, 1960 


effectively bargain against liability 
for harm caused by his ordinary negli- 
gence in the performance of a legal 
duty arising out of a contractual duty 


59 


Negligence 

In sharp contrast to the “no fault” 
basis of warranty is the “fault” basis 
of negligence. Proof of negligence in 
manufacture, in distribution, in applica- 
tion of product by third persons, by 
violation of statute, and in advertising 
of the product casts a real burden 
upon the plaintiff. It is said that it 
is especially burdensome for proof of 
negligence in manufacture because of 
the complicated nature of modern 
manufacturing procedures. But the 
burden of proof of negligence upon 
the plaintiff is not unreasonable ; modern 
procedural devices such as discovery, 
notices to admit, examinations 
before trial put such technical infor 
mation readily in the hands of the 
plaintiff. On the other hand, data 
concerning the conditions under which 
the product was used or concerning 
the plaintiff's physical state at and 
prior to the time of the use of the 
product are peculiarly within the 
knowledge of the plaintiff. 


and 


The Heckel case ® illustrates a suc 
cessful recovery for personal injuries 
by an ultimate purchaser of an allegedly 
defective pulley attached to a tractor, 
both having been manufactured and 
sold by the Ford Motor Company 
The New Jersey court, in sustaining 
the plaintiff's verdict, found 
gence in manufacture: “The breaking 
bursting of the pulley coupled 
with evidence of a defect therein, called 
upon the defendant to show what care 
it had used in its manufacture. This 
the defendant did by testimony show 
ing (1) the tests required in its fac 
tories during the different stages of 
manutacture of such pulleys; (2) that 


negli 


or 


S. E. 2d 896 (N. C., 1959). 
“Heckel v Ford Motor & 
N. J. L. 385 (1925). 


mpany, 101 
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the tests so employed were all that 
were known in the trade and business 
of manufacturing such appliances, and 
(3) that such tests properly applied 
would reasonably disclose defects in 


such products. There was no evi- 
dence showing any other or further 
tests that could reasonably be made.” 
Yet the jury determined that there 
was a defect in the pulley, that the 
pulley broke due to this defect and 
that the broken pulley was the proxi- 
mate cause of the injury. The jury 
found that the defect could not have 
existed undetected and unknown to 
the defendant Ford Motor Company, 
if it had used reasonable care in ap- 
plying the tests. Another strong case 
of liability, involving a “middleman” 
whose bottle exploded after it had 
been filled by another, is Mueller v. 
Teichner.“" The New York Court of 
Appeals upheld a substantial judg- 
ment in favor of the infant plaintiff 
yet the dissenting opinion pointed out 
that the defendant middleman—‘“he 
merely made and inserted tubes or 
syphons”—‘“simply performed, and 
performed satisfactorily, one operation 
in the course of the preparation of the 
soda bottles for their final market, 
and bought and sold the bottles to the 
eventual vendor who had them filled 
and sold to the public. The operation 
which he performed had nothing to do 
with the accident; it did not apprise 
him that the bottle would eventually 
be filled with soda and sold to con- 
sumers which was already apparent, 
nor was it his responsibility to inspect 
the bottles before selling them. 

Actually, he did inspect them by visual 
examination against a blue light to 
see if they had any cracks.” 
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In the Hentschel case proof of 
negligence in manufacture of a baby 
bathinette which ignited after a fire 
broke out in the nearby bathroom, 
causing injuries to a wife and her 
husband, was not shown. Suit was 
brought not only against the bathinette 
manufacturer, but also the retailer, 
the manufacturer of the magnesium 
alloy leg of the bathinette, and the 
chemical fabricator (the latter being 
dropped, however, for lack of juris- 
diction). In finding no evidence of 
negligence in manufacture, the federal 
court indicated that the manufacturer 
could not have foreseen such abnormal 
or extraordinary fire in a home, with 
temperature over 1,000 degrees Fahren- 
heit ; furthermore, there was no proof 
of “spontaneous combustion of any 
material of which the bathinette was 
constructed.” Even more basic to the 
issue of liability was the fact that the 
bathinette was not “dangerous in 
normal use,” nor inherently danger- 
ous, nor did it have any hidden defect 
“which would make it unsafe for use 
in bathing a baby in the usual way.” 
On the point that the product was 
reasonably fit for the particular pur- 
pose of bathing a baby, the court 
found no breach of warranty against 
the retailer. Laboratory and factory 
control methods in the manufacturing 
of a product are scrutinized by the 
courts, especially in bursting-bottle 
and foreign-substance cases, like the 
Defore® and Magliozzi™ cases. 

In negligence in distribution of the 
product, the adequacy of labeling and of 
instructions for use are in issue. The 
Tampa Drug case ® dealt with carbon 
tetrachloride as a floor cleanser. The 
bottle carried a warning label con- 











“6 N. Y. 2d 903 (1959). 

* Hentschel v. Baby Bathinette Corporation, 
3 Necuicence Cases (2d) 1087, 215 F. 2d 
102 (CA-2, 1954). 

“ Defore v. Bourjois, Inc., 8 N®GLIGENCE 
Cases (2d) 1093, CCH Foop Druc Cos- 
metic Law Reports § 22,565, 105 So. 2d 846 
(Ala., 1958). 


LIGENCE Cases (2d) 906, CCH Foop Druc 
Cosmetic Law Reports § 22,561, 51 N. J. 
Super. 313 (1958). 

“Tampa Drug Company v 
LIGENCE Cases (2d) 262, 103 So 
(1958). 


Wait, 8 Nec- 
2d 603 
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cerning dangers from inhalation of 
the toxic vapors but, as the Florida 
court pointed out, such labeling was 
adequate only for carbon tetrachloride 
in diluted form of 10 per cent to 20 
per cent, but wholly inadequate for 
pure 100 per cent carbon tetrachloride, 
which the plaintiff had inhaled. The 
actual label read as follows: “Carbon 
Tetrachloride—Technical—Useful as 
fire extinguisher. For cleaning cloth 
ing: solvent for fats, varnishes, 
waxes, exterminating 
and insects in grain. Volatile 
Vapor Harmful. Use with 

ventilation. Avoid prolonged or re- 
peated contact with skin. Do not take 
internally.” Thus, the label was not 
commensurate with the potential dan 


oils, 
weevils 
Solvent 


adequate 


resins: 


ger from the use of the product, and 
the jury verdict of $160,000 was up 
held in this wrongful death action 
Another illustrating the al 
lergic reaction suffered by the plain 
tiff is the famed Carter Products case,” 


case 


following her use of the defendant’s 
deodorant. Here the fed 
stated that “liability in 
failure to 


underarm 
eral court 
negligence for discharge 
that duty [to warn] by inserting ap 
propriate words of caution is rightly 
borne as one of the costs of pre duc 
tion and selling a commodity for use 
by members of the public, whose 
knowledge of the potential danger to 
themselves may be greatly inferior to 
that possessed by the manufacturer.” 
Nevertheless, this manufacturer was 
not negligent in manufacture, either 
in choosing or utilizing its formula, 
nor in concocting the particular batch 
of the product.® 


The Michi 
November 


an Supreme Court, on 
1959, castigated Gen- 


cr 
NS 
25 


“ Wright v. Carter Products Company, CCH 
Foop Druc Cosmetic Law Reports { 22,486, 
244 F. 2d 53 (CA-2, 1957). 

* See also Miller v. New Zealand Insurance 
Company, 7 Neciicence Cases (2d) 901, 98 
So. 2d 544 (La. App., 1957). 

“Comstock v. General Motors Corporation, 


18 Avutomosite Cases (2d) 418 (Mich.., 
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eral Motors Corporation for failure to 
warn owners of 1953 Buick automo 
biles that they were driving a “danger 
= oi that 
had instructed its 
repairs on 


instrument.” seems 
Mc ytors 


make 


ous 
General 
dealers to powel 
when- 


their 


systems at its 
ever 1953 Buicks came 
shops “without notice to the owners 


brake expense 


into 


and even if there were no complaints 
about the brakes.” The court held 
that General Motors “did warn 
those into hands had 
placed this dangerous instrument and 
whose lives (along with the lives of 
others) 
brakes 


not 


whose they 


depended defective 


which might 


upon 
fail without 
notice.” 


Protection of formulae and trade 


secrets relating to a product is dis 
cussed in the Vasseur case,’ in which 
the Kentucky Supreme Court upheld 
the refusal in 


faith to name the exact proportion of 


manufacturer's good 
ingredients in a soap product which 
allegedly caused injuries to the arms 

To require dis 
held, would result 


and legs of a user 
closure, the court 
in needless giv of valuable 


which 


ng-away 


secrets should be safe 
The 


allow the plaintiff to conduct a fishing 


trade 
guarded. court also refused to 
expedition with respect to prior com 
plaints received by the defendant, be 
cause prior complaints, “well founded 
or baseless, involving persons of vari 
ous allergies or sensitiveness, or dif 
ferent circumstances and conditions, 
have no relevancy to the merits of the 
the 


other suits based upon such complaints : 


case at bar, nor do records of 


Similarly, in Burns v. Clairol Incor 
porated ® the federal court stated that 
1959). The plaintiff had been injured by a 
1953 Buick and had had his right leg ampu 
tated 

“ Procter & Gamble Distributing ( 
v. Vasseur, CCH Foop Druc Cosmeri 
Reports { 22,398, 275 S. W. 2d 441 
1955). 


* DC IIL, November 25, 1959. 


mmpany 
LAW 


(Ky., 
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the plaintiff's interrogatories request- 
ing data on the chemical and qualita- 
tive analysis of the product and the 
manufacturing were objec- 
tionable as calling for of 
the question as to the 


process 
disclosure 
trade secrets; 
name of ingredients that may cause 
skin irritations was denied, for it as- 
sumed that the product did in fact 
harmful which 
was unproven, and questions calling 
f prior complaints 


contain ingredients, 


for disclosure of 
were deemed vague and too broad. 
Negligence in application of the prod- 
uct by third persons delineates the mal- 
practice situation in beauty salons, 
barber shops, medical offices or, 
fact, 
dered in connection with a product. 
In the Dutcher Weiss ™ 
the beauty salon was held negligent 
for failure to make the preliminary 


test curl before application of a cold 


in 
any place where service is ren 


cases, 


and 


wave solution to the plaintiff's hair, 


set forth in the manu 


as explicitly 


instructions which accom- 


In the Weiss case 


facturer’s 
panied the product 
the Colorado Supreme Court applied 
res ipsa loquitur on the basis that the 
application of the product “was under 
the control of the 
defendant, and the plaintiff was merely 
the passive recipient of the treatment.” 

Negligence by 
involves either negligence per se or 
merely evidence of negligence. The 
resulted from ingestion 
ot 


and management 


violation of statute 


Locurto case 
of the 
beef hash containing a piece of stone. 
The New York court specifically found 
a violation of the agriculture and 
markets which 


gence 


contents of a can corned 


“negli 


Sut 


made it 
of law.” 


law, 


as a matter in 
Carolyn Beauty Shoppe (Ohio 
Cuyahoga Cty., 1958). 


8 NeGciicence Cases (2d) 


" Dutcher 
Comm 


" Weiss t 


Pleas, 
Axl r, 
726, 328 P. 2d 88 (1958) 

* Locurto 7 
City Ct., June, 1958) 


Ct 


Grand Union Company (N. Y., 


DuPont, 8 Necuicence Cases 


2d 687 (1958). 


"Garrett v 


(2d) 645, 257 F 
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the Garrett case * the Interstate Com 
merce Commission regulations on stand- 
ards of care in shipment of sulfuric 
acid were deemed not even pertinent 
to the of 
chemical plant employee was severely 
n the 


issue negligence when a 
burned due to a defective bung } 
barrel that allowed the sulfuric acid 
to \n exculpatory 
provision in the sale of mink feed was 
held void in the Metz case’ 
a Wisconsin criminal statute expressly 

the of adulterated 
food, violation of 

the 


escape. contract 


bec ause 


prohibited sale 


livestock and this 


statute by defendant was there 


fore negligence per se. Judge Potter 


Stewart associate justice of 
the United 


found that blood plasma which caused 


(now an 


States Supreme Court) 
serum hepatitis was not a “filthy sub 
stance” the of the 
Tennessee Food, Drug and Cosmet 


Act, 


ment 


within meaning 


a judg 
A idd 


reversed 
the 


hence he 
the 


summary, if a 


and 


for plaintiff in 


case.*® In statute im 
poses a duty for a special class not 
measured by the usual norm of what 
a reasonably prudent man would do 
under the the 


duty is absolute, and violation of such 


same circumstances 
a statute establishes negligence as a 
matter of law. However, if the statute 
defines, in the interest of the general 
public, the degree of care which shall 
be exercised under specified circum 
than 
toward a special cla 
of the statute 


negligence 


stances rather specific duties 


then violation 


of 


SS, 


merely evidence 


is 
Advertising of a product giving as 
of 

potential 


surances its safety or failing to 


of 


volves negligence. 


} 
iso 


dangers a in 


In the Crist case’ 


warn 


Fur | 
AW 


ids, Inc., CCH 


q 22,545, 


= Vetz Vedford 
Foop Druc Cosmetic | 
90 N. W. 2d 106 (1958) 

™ Merck & Company 7 
Cases (2d) 1233, CCH Foop Druc Cosmeri 
LAW Reports § 85,173, 242 F. 2d 592 (1957) 

* Crist v. Art Metal Works, 230 App. Div 
114, 243 N. Y. S. 496 (1930), aff’d, 255 N. ¥ 
624 


REPORTS 


Kidd, 6 NeGLIGENCE 
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a toy revolver was advertised as “ab- 
solutely harmless,” but a flame from 
the barrel ignited the infant plaintiff's 
Santa Claus costume, and the infant 
was severely burned. The court held 
that the manufacturer’s advertisement 
“was designed to allay all fear of 


possible injurious consequence to 2 


child user” and, hence, the manufac- 
turer was negligent in advertising of 


the product. Advertising claims for 


a product should always be supported 


by thorough research and by prior 


testing on actual consumers where 


possible. 

Frequently, the Federal Trade Com- 
mission has something to say about the 
product in the field of false and mislead- 
ing advertising (see FTC Dkts. 7737 
(Standard Inc.), 7736 (Col- 
gate Palmolive Company), 7735 
(Aluminum Company of America) 
and 7747 (Lever Brothers Company), 
all filed January 15, 1960). The com- 
plaints, involving also the advertising 
agencies, allege that various products 
demonstrated television or, in 
some cases, in newspapers or period 
icals do not prove what they purport 
to prove, namely, that a certain brand 
of margarine is superior to competi- 
tive margarines; that there are certain 
moistening properties of a shaving prod- 
uct in actual shaving use; that a foil 
wrap has certain qualities superior to 
ordinary wrap; and that a named tooth- 
paste is effective in removing tobacco 
stains from the teeth of all smokers. 
Specifically, FTC contends that these 
misrepresentations tended to deceive 
purchasers and have diverted trade 
unfairly from the manufacturers’ com 
petitors. The success of this FTC ac- 
tion, though seemingly irrelevant to a 

™ Cooper v R 
pany, 7 NEGLIGENCE 
F. Supp. 22 (1957) 

” Swift & Company v. Phillips, 314 S. W. 
2d 326 (1958). 

” Slates v. Joplin Butane Gas Company, 8 
NEGLIGENCE Cases (2d) 916, 315 S. W. 2d 
808 (1958) 


3rands, 


over 
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given personal injury or property 
damage claim, will certainly have a 
striking effect upon the frequency of 
allegations of negligence in advertis- 
ing in the typical products liability 
situation. 

The cigarette lung-cancer cases, such 
as the Cooper case,"* have all involved 
alleged misrepresentations in adver- 
tising of cigarettes: do “... [X 
Brand cigarettes] agree with 
throat?” or do “more doctors smoke 

.. [X Brand cigarettes] than any 
other cigarette?” Startling develop- 
ments in this field of advertising lia- 
bility may be expected. 


your 


The defenses which the manufacturer 
raises against the allegation of negli 
gence in products liability are the same 
defenses utilized in tort 
Contributory negligence of the user in 
not reading all the printed material on 
the label of a product, as in the Phillips 
case,”* bars recovery, as does a buyer’s 
failure to exercise ordinary care by 
cutting off the gas before attempting 


any action 


to relight a water heater, as in the 
Slates case.°° Assumption of the risk in 
connection with the use of defective 
skis, which caused injury to the plain- 
tiff, was a proper defense, in the Alpert 
case,** to a breach of implied warranty 
of fitness for particular purpose! It 
was shown that the defendant skier 
had knowledge of the defective condi 
tion at the tirae of purchase. The 
unusual or abnormal use of a product 
in a manner not contemplated by the 
manufacturer was held a valid defense 
in the Vincent case:™ A _ plaintiff 
opened a glass jar of baby food with 
a beer can and she cut her 
hand in the process. An independent, 
intervening act of negligence by a plain 
tiff or by a third party will excuse a 


opener, 


~ ™ Alpert v. Head Ski Company (N. Y., 


Westchester Cty., 1958). 

“Vincent v. Tsiknas Company, 8 Nec. 
cence Cases (2d) 628, CCH Foop Druc Cos- 
metic LAw Reports § 22,552, 151 N. E. 2d 
263 (Mass., 1958). 
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manufacturer's negligence. In the 
Nishida case™ it was held that an 
unequivocal warning letter had broken 
the possible chain of causation and, 
therefore, cattle losses due to the de- 
fendant’s trichlorethylene were due to 
the independent, intervening act of 
the mill in selling the product for 
cattle feed after receipt of the defend- 
ant’s letter. 

The allergic susceptibility of the user 
of a product is universally recognized 
as a defense, since there is no fore- 
seeability of harm from the general 
use of the product. The Iowa Supreme 
Court, on December 15, 1959, took 
occasion to comment that “the over- 
whelming majority opinion as estab- 
lished in many states and in the federal 
court is that under the above circum- 
stances (that is, an allergic reaction 
to the product), neither the dealer nor 
the manufacturer is liable,” ™ citing, 
in particular, California, 
Massachusetts, Missouri, Oklahoma, 
Pennsylvania, Maine, Illinois, Utah 
and Texas. In the Merrill case*®™ it 
was held that a manufacturer “who 
places a product on the market, know- 
ing that some unknown few, not in an 
identifiable class which could be effec- 
tively warned, may suffer allergic re- 
actions or other isolated injuries not 
common to the ordinary or normal 
person,” need not respond in damages 
to such injured persons. It is the 
idiosyncrasy of the individual user 
that determines whether or not his 
antibodies will successfully conquer the 
antigens inherent in a given product 
therefore, it is not the product 


cases in 


and, 
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alone that is at fault, Plaintiffs have 
typically endeavored to take the case 
out of the allergic category by allega- 
tions of poisonous and/or inherently 
deleterious ingredients in the product ; 
but in the Hanrahan case ™ a hair rinse 
was held not to contain any “deleterious 
substance” and in the Bennett case ™ a 
permanent wave lotion was not “of a 
dangerous nature,” even to the plain- 
tiff, who “appeared to be sensitive to 
the mixture much the same as some 
people respond to strawberries—a com- 
modity honored so frequently by the 
authorities in illustrating difference in 
liability to the allergic in contrast to 
the normal individual. To re- 
quire insurability against such an un- 
foreseeable happenstance (as an allergic 
reaction) would weaken the structure 
of common sense, as well as present 
an unreasonable burden on the channels 
of trade.” However, a number of 
courts have attached this doctrine of 
nonliability for allergic reactions due 
to the use of a product, by holding 
that the labeling of the product was 
inadequate, as in the Schilling and 
Braun In the Schilling case 
the Minnesota Supreme Court defined 
“applications” of a hair tint as exclud 
ing a “retouch” and held, therefore, 
that the patch-test instructions for the 
use of the product were incorrect. In 


a9 


cases. 


the Braun case, despite the court’s own 
statement that the disease of periarteritis 
nodosa “has never been either a re 


ported or an established case” caused 


by the use of a hair tint, recovery was 
allowed the plaintiff on the theory 
that this rare disease had some hitherto 





“ Nishida v. DuPont, 7 NecGLiceNce Cases 
(2d) 47, 245 F. 2d 768 (CA-5, 1957). 

“ Bonowski v. Revion, Inc., 10 N®GLIGENCE 
Cases (2d) 518, CCH Foop Druc Cosmetic 
Law Reports { 22,365, 100 N. W. 2d 5 
(lowa, 1959). The court acknowledged that 
it could find only four “where the 
position of the plaintiff is somewhat, al- 
though not always strongly, sustained.” 

* Merrill v. Beaute Vues Corporation, CCH 
Foop Druc Cosmetic Law Reports § 22,459, 
235 F. 2d 893 (CA-10, 1956). 


cases 


“ Hanrahan v. Walgreen Company, CCH 
Foop Druc Cosmetic Law Reports § 22,429, 
243 N. C. 268 (1956) 

* Bennett v. Pilot Products Company, cited 
at footnote 30 

™ Schilling Roux Distributing Company, 
CCH Foop Druc Cosmetic Law Reports 
§ 22,335, 240 Minn. 71 (1953). 

” Braun v. Roux Distributing Company, 8 
Necuicence Cases (2d) 319, CCH Foop 
Druc Cosmetic Law Reports § 22,539, 312 
S. W. 2d 758 (1958). 
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“Blackmail” should be firmly resisted. 
Trade secrets and secret formulas 
should be zealously protected, and 
“fishing expeditions” during long 
pretrial examinations should be op- 
posed, and the general release is not 
always a general release, as a few un- 
fortunate defendants have learned. 
o 
unknown allergic manifestations about 


which the manufacturer 
should have given notice! 


defendant 


Legislation 

[ll-advised legislation only creates 
a morass of complexities which be 
come difficult to unravel, even in the 
labeling 


have 


need for a uniform 


number of 


face of 
statute. A 
recently been enacted relating to the 
labeling of hazardous’ substances 
Public Act 271 of 1958 in Connecticut 
is typical of state legislation, and the 
new Health Code of the City of New 
York (effective October 1, 1959) also 


statutes 


has a chapter on labeling of hazardous 
substances (Article 173). These statutes 
impose stringent labeling requirements 
for all products containing what are 
inadequately defined as “hazardous 
substances.” Section 173.01 of the 
Health Code of the City of New York, 
for example, defines “hazardous sub 
stance” as embracing a_ substance 
which may reasonably be anticipated 
“The 


reasonably anticipated use of a sub 


to cause injury, and then states 


stance includes its use in a manner 
not intended by the manufacturer... .” 


Moreover, it is not always clear 
whether products labeled in conformity 
with applicable state or federal law 
are exempt,” this 
many problems, especially in products 
liability insurance policies which deny 


and issue raises 


” Kentucky H. B. 441/1960 apparently has 
the exemptions; Massachusetts H. B. 51/1960 


does not 
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coverage for failure to label the prod 
uct in accord 


The proposed federal statute (S. 1283) 


with applicable law 


on labeling of hazardous substances 
(Titles I and Il) and the pretesting, 
safety-of-chemicals-in-cosmetics bills 
(H. R. 5661 and H. R. 1360) must be 
carefully analyzed also in terms of the 
emphasis upon negligence and breach 
Statute 


of warranty for violation of a 


Claims-Handling 


Claims-handling procedures in prod 
ucts liability management is an indi 
affair, but there are 


vidual company 


rules which sound 
The best 


expensive claims is for the corporate 


certain experience 


dictates. preventive of 
law department (or appropriate pet 


son in smaller know 
the pre ducts of the company not o1 ly 
but ] 


medically 
sumer saleswise li 


companies) to 


technically, y and cor 
The « 

should insist upon receipt of research 

test product 


liaison between the te« hnic al and leg il 


ims managet 


and reports for every 
departments is essential, for labeling 
and advertisement of the product con 
Awareness of FDA and FT¢ 


in defense of a 


cern all 
decisions is an asset 
product, as is keeping posted on cur 
developments in_ the 


rent scientinc 


products field. Investigation of clain 
is vital; promptness in handling com 
plaints satisfies even an injured con 
: records of 


complaints minimizes the false and 


sumer Preservation of 


exaggerated claims-handling, and 


claim should never be sold short (o1 
long) until it has been properly re 
viewed and evaluated. Even nutsanc: 
claims require evaluation for the long 


run ahead. 
Procedurewise, every effort at polite 
“blackmail” should be firmly resisted 


\ manufacturer’s trade secrets and 


secret formulas must be protected 
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disclosure of prior complaints, if any, 
is often and irrelevant.” 
Also, “fishing expeditions,” even dur- 
ing prolonged examinations before 
trial, must be opposed in good faith.” 


immaterial 


Settlement procedures require care 


and attention. In a Texas case,** one 


Thorneberry entered a cafe, seated 
himself at a table and ordered a bowl 
of chili and a cup of coffee. Shortly 
after he served he called the 
waitress, and with his spoon lifted a 
from the chili. The 
waitress the manager, but 
Thorneberry refused to let him take 
away the bow! of chili; Thorneberry 
“we can work this 


was 
dead mouse 
called 


then asserted that 
out between ourselves or we can go 
to the authorities.” 
fered to “forget it” 


Thorneberry of 
for $100, and after 
discussion the manager 
gave him a $75 check the 
manager could stop payment on the 
check, the customer had cashed it and 
the manager thereupon swore out a 
Thorneberry 
found 


some cafe 


Before 


for his arrest 
for 
guilty by a Texas jury and sentenced 


warrant 
was indicted swindling, 
to two years in the penitentiary! The 
Watch 


moral of this true story is 
for fraudulent claims! 


A general release is not always a 
general release. In the Couilliard case ™ 
the Minnesota Supreme ( ‘ourt declared 
that a general release of the original 

did not 
recovery 


tortfeasor bar a bus pas 


senger’s against certain 


physicians who negligently injured 
her during treatment, because (1) the 
intent of the parties, not the language 
of the general release, is controlling; 


"Burns v. Clairol Incorporated, cited at 
footnote 70; Smith v. City of Rock Island, 
161 N. E. 2d 369 (Ill, App., 1959) 

" Hickman v. Taylor, 329 U. S. 495: “What- 
ever the complaints—well founded or baseless, 

various allergies 
different circum- 
they have no rele- 


or involving persons of 
or sensitiveness, or 
stances and conditions 
case at bar, nor 
based upon 
construe the 


vance to the merits of the 
do the 


such complaints 


other suits 


We do not 


records of 


PAGE 479 


(2) the plaintiff had not in fact re 
full compensation for her in 
jury; (3) the plaintiff at the time she 
signed the general release for the bus 
company “cannot be held as a matter 
of law to have released her claim for 


ceived 


injuries about which she was ignorant 
at the time of the release, even though 
that it 
known 


the release expressly stated 


unknown as well as 
and 


is incontestable only when “the parties 


covered 
injuries” (4) a general release 
expressly and intentionally settle for 
unknown 
sideration, and 


injuries” for a stated con 
“mutual mistake 


and parole evidence may be introduced 


to show it 


Atomic Liability 


products liability, as it 


The law of 
involves the unusual hazards of atomi 
energy, will undergo, undoubtedly, a 
great 
years 


many changes in the next few 
Nuclear scientists discuss the 
unusual, though remote, hazards in 
the disposal of radioactive wastes, the 
escape of highly active fission prod 
ucts, the fuel fabrication, 
and the like. The products manufac 


turer recognizes possibilities of poison 


escape <¢ rf 


ous fumes, smog, dust pollution, noise, 
or inflammable or poisonous ingredients 
as giving rise to claims undreamed-of 
Where he fits the 
scheme of things no one knows 


years into 


ago 


Undoubtedly, should an atom 


holocaust occur it would involve bil 


lions upon billions of dollars of prop 
erty damage and billions upon billions 
of dollars of bodily injuries, so that 


complete resignation to fate may re 
as being so broad and unlimited in 


range as to reasonably require discovery 


and im 


} ~} ; 


which, oO 


where there are so many divergen 


material elements and factors, 


necessity, must appear in other complaints 
and litigation.’ 
" Thorneberry 
2d 858 (1958) 
™ Coulliard z 
Cases (2d) 832, 99 


1958) 


State of Texas, 311 S. W 
Miller Hospital, 8 N®GLIGENCE 


N. W. 2d 118 (Minn., 
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sult. Courts would undoubtedly in- to $60,000,000, depending upon the size 
voke rules of strict liability (under of the licensee’s nuclear reactor. Thus, 
Rylands v. Fletcher ®) against even the the licensee’s liability based upon 
private insurance and government in- 
demnity is limited to recoveries in 
excess of $560,000,000. The entire 
field of indemnity in atomic energy 
matters is important even for the 
manufacturer of a product having no 
relation whatsoever to atomic energy 
matters, since it provides a policy of 
government recognition of indemnity 


remotest supplier of a part which 
went into a nuclear reactor. Indeed, 
a supplier, an assembler or even a dis- 
tributor would be held as insurer of 
a nuclear reactor against all types of 
injury. The United States Govern- 
ment has endeavored to meet this 
problem through a 1954 amendment 


to the Atomic Energy Act. In effect, ; . , 
8) , ... for catastrophes. Courts which favor 

the government has agreed to indemnify er © agra ses : 

, 500 000 ‘ded the principle of “liability without 
¢ -ensee 000 ) > - ” 
a ae to $500, Ym, provided fault” may push the products manu- 
oat me licensee submits proof of facturer and/or distributor to seek 
“financial protection” which would in- governmental indemnities against harm 
volve the licensee’s carrying private from the use of the product. 


insurance protection from $3,000,000 [The End] 


¢ FOODS—BROKERAGE, PRICE DISCRIMINATION ¢ 


Citrus fruit . . . Numerous citrus fruit packers are charged with 
making unlawful brokerage payments to some customers. (Released 
July 8, 1960.) 


Dried peas and beans . . . A distributor of dried peas and beans 
and other products is charged with discriminating in price among its 
customers by using a quantity discount schedule under which a few 
larger wholesale customers receive a substantially lower purchase price 
than do smaller competing wholesalers. (Released July 8, 1960.) 


Dairy products . . . A milk company and its subsidiary are charged 
with giving illegal price advantages to some customers through the use 
of quantity-discount and rebate plans under which some retailer-cus- 
tomers allegedly are charged substantially less than competing retailers 
in various marketing areas. 

Under the different plans, the complaint says, each dairy product 
is assigned a given number of points and the discount is determined by 
the average daily points per store. For example, one plan provides no 
discount on 24 points or less; discounts increase gradually from 2 per 
cent on 25-49 points up to 7 per cent on 150 points or more. However, 
the complaint continues, the companies pay discounts to many customers, 
including large chains, associations and central buying groups, based on 
the aggregate purchases of all their stores regardless of an individual 
store’s daily purchase volume. In all or most instances these customers 
receive the maximum rebates. 

The complaint alleges that many smaller, usually independent, com- 
peting retailers either receive no rebate at all under the plan or receive 
a much lower percentage discount than do the chain and group buying 
customers. These price discriminations violate Section 2(a) of the Rob- 
inson-Patman Amendment to the Clayton Act because their effect has 
been, or may be, substantially to lessen competition between (1) the 
companies and their competitors and (2) favored and unfavored retail 
customers. (Released July 18, 1960.)\—CCH Trane RecuLation Reports 
{ 28,882; 28,883; 28,902 





* Rylands v. Fletcher, cited at footnote 16. 
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